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EXHIBIT 1, PART 3A

Depth, quality and experience in all aspects of the
product life cycle.
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Emerging Growth and Finance
Intellectual Property Strategy
Product Development

Regulatory Approval

Pricing and Reimbursement

Global Marketing and Operations
Collaborations, M&A and Outsourcing
Litigation and Investigations

Morgan Lewis Life Sciences

Morgan Lewis
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Where Great
Brands Begin!

Drugsafetylnstitute

BRAND INSTITUTE. inc. VSubseelioy of BRAND INSTITUTE v

James L. Dettore
President & Chief Executive Officer
Brand Institute, Inc.

Jerry Phillips, R.Ph.
President, Drug Safety Institute, Inc.
(Former Assoc. Dir., FDA ODS/DMETS)

Brand Institute Drug Safety Institute
services include: services include:
Brand Strategv Regulatory Safety Name Research
Brand Name Development Gap Analysis
USAN/INN Development Labeling
Market Research Package Design
Design Risk Management
www.brandinstitute.com www.drugsafetyinstitute.com

AUSTIN CHICAGO LOSANGELES  MIAMI  NEWYORK  RALEIGH ROCKVILLE SANDIEGO SANFRANCISCO SWITZERLAND
S12V88-9100  13125475-9600 +310: 830-6111 {305)374-250C  212)557-2100  (919)572-9311  (371)984-10556  {858) 455-1000 {650} 961-5100 +41 21619 300C



Chairman:

Rorars Lot o » - Waife & Associates. Inc.

Keynote Presentation: \ »
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Elite Faculty:
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Chesapeake Research Review, Inc. ' X
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Endo Pharmaceuticals

Maintain FDA Compliance through Effective
Collection, Reporting and Analysis of Pre and
Post Marketing Drug Safety Information

RN  |anuary 26-27, 2006 + Doubletree Philadelphia + Philadelphia, PA

Insightful Corporation
Chsting & Mark. Srtoer King & Spalding LLP

Understand new documentation requirements for suspected
adverse drug reactions {(SADR)

U Medical Difionr SA
ance and Support Services

Organization (MSS0)/Northrop Grumman Corporation Establish systems to facilitate the collection and compilation

of clinical safety data

f e Streamline adverse event reporting (AER) by implementing
data monitoring committees (DMCs)

o e,

Protein Design abs. Inc o Value the responsibilities and powers of the drug safety

Starer P e g U e e £ monitoring board overseeing clinical trials
Sentrx
Utilize dedicated review teams to analyze safety data related

to individual products

F)f‘f,’f, b

University 'of PiNSlergh

Recognize procedural approaches for submission to reduce

Choose from Two Pre-Conference Workshops — confusion and complications

Thursday, January 26, 2006
A. Establish and Sustain a Comply with the correct process of reporting to the
Proactive Adverse Event Institutional Review Board (IRB) to streamline results

Report Monitoring System Teach clinical trial investigators to properly use MedWatch and

B. Assess Drug Safety and other regulatory submission systems

Performance with Enhanced . . .
Pharmaceutical Drug Appreciate how evidence-based methods can improve the

Registry Tools efficiency of the drug safety process from clinical development
through pharmacovigilant activities

FHE WALLSTREETI0ERNL Employ drug safety process improvements and enabling
v AJOICE technologies to ensure safe clinical trials

. Develop practical methods for organizing the selection and
Drug Satety evaluation processes for AER technologies

harmlast. om Use MedDRA to promote consistency for encoding safety data
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945 Nemworking und Retreshment Break

" Automate and Manage Drug Safety Reporting
through Technology and Management Processes

10:15  Employ Drug Safety Process Improvement and
Enabling Technologies
Pharmaccutical companies are facing an increasing multitude of
demands on drug safety functions from many different aspects

commercial. political and medical. While technology has

always assisted in drug satety. even this component is changing
significamly. as all vendors move from client server o
web-based applications. All of this places enormous pressure
on the etficiency and effectiveness of drug safety operations
in pharmaceutical companies. This presentation reviews the
strategic and tactical operational implhications of the rapid
changes in the clinical drug safety and pharmacovigilance
profession along with its enabling technical tols.

+ Examine and improve pharmacovigilance workilows,
datatlows. roles and responsibihities, staffing resource
efficiencies and departmental governance
ldentity inetficiencies and root causes common to
pharmacovigilance operations
Understand why companies are under-utilizing the
Case tools they already have in place that could help them be
Study  ore productive
Explore new technologies that create a myriad of
business rule decisions that can and must be considered
for maximum imestment value
Learn practical methods for organizing the selection and
evaluation process for technologies which assist in
adverse event tracking and reporting. signal detection
and trend analvsis
Ronatd 5 thite, Presudes, Waife & Associates, Inc,

11:00  Interface Between Automated Systems and Humans
in Signal Detection and Management
Safety databases are growing tremendously with the
accumulation of both pre and post market safety information.
Organizing the information using one of the many new
outstanding technologies seems the casiest method. However,
there 1s also a need to analvze the data in a proactive way in
order to optimize the way in which the benetit-risk profile of
the product can be assessed. This session explores some of the
methods of collecting and analyvzing safety data with the view
to enhancing signal detection and risk management during the
fife evele of drugs in a user friendly manner for easier adoption,
* Learn how 1o use dedicated review teams to analyze
safety data related to individual products
» Establish systems to facilitate the collection and
compilation of safety data at different stages of the
drug cvele (tor both pre marketing and post marketing
stages of drug development)
Szeite Vo (hen, MADL Ph D Ewdocrine & Metabolism Clinical
Sufery Director, Global Chnieal Satety und Pharmacovigilunce.
GlaxoSmithKline Pharmaceuticals

11:45  Explore the Benefits of AER Clinical Trial Data
Management Technologies
Pharmacceutical companies are trying to expand the number of
climcal trials per cach drug to streamline the production process,
especially since the high number of adverse events has been
slowing down the time to market. The amount of data is growing
at a fast pace and it is important tor pharmaceutical companics
10 properly house this data. When pharmaceutical companies
can easily access the data needed, climical tnaf timelines can
aceelerate and products are created to be efficient for the market.
This session educates attendees on the importance of adverse
event data and innovative ways for storage and access.

4
N

in Recognition of Qur Sponsor:

CBI Research, Inc’s corporate sponsors represent seiect companies that share a
common mission. business advancement through thought leadership, strategic
interaction and mnovation. The company represented below is a proud contributor on
this program and has carefully selected messaging. branding or pesitioning

statements o encourage the evaluation and investigation of quality products andio
services available. We applaud this company. as well as others that wish to jon the

1 you are interested in sponsorship or exhibit apportunities. please call Barb Amberg at

* Learn how data warehousing can accelerate decision
making in clinical trials

« kxplore the benefits and opportunities associated with
duta mining

* Evaluate and enhance safety data qualiy

« Understand the differences between all methods and
which is the best fit for you

Alun Hochburg Viee President of Research, ProSanos Corporation

Nenworking Luncheon

Adopt Electronic Administration for AER to
Support Standardized Administration
Each dav a new type of technology is introduced to the world and
there is the choice to adopt or not. Members of the pharmaceutical
industry are always leveraging their technologies to keep up and
hopefully get ahead in creating the next high quality drug. As
pharmaceutical companies adopt these technologies and start using
them for adverse event reporting processes it can also increase the
speed of standardized administration.

* Understand the importance of standardized

administration with AER

* Explore projected results of standardized administration

* AER technologies that can speed up the revolution
Murk Lowdon, Divector ot Regulatery Affairs. Aris Global

Use MedDRA® as Your Drug Development
Assistant Pre and Post Market
MedDRA R (the Medical Dictionary for Regulatory Activities)
is an International Conference of Harmonization (ICH)
standard for medical terminology used for pre and post
marketing safety data reporting analysis. Major global
regulatory authorities have adopted MedDRA. including the
U.S. The FDA has already implemented MedDRA within its
AERS database. MedDRA is a useful tool for safety data
coding and analysis since it has many features that were lacking
in some of the previously used technologies. such as specificity
of terms. a broad scope. a medically logical hierarchy to group
related concepts and data retrieval options such as Standardized
MedDRA Queries (SMQs). This session shows prospective and
current users how 1o Jeverage MedDRA in the assessment of
safety data collected during pre and post marketing phases.
* Use MedDRA to support clinical studies and harmonize
coding across the enterprise
+ Understand how MedDRA promotes consistency
for encoding safety data when used with proper
coding conventions
« Learn approaches for using MedDRA in an assessment
of coded safety data
FPatricia Mozzicaro, M D, Medical Officer US4,
MedDRA Maintenance and Support Services
Organization (MSSO)/Northrop Grumman Corporation

Close of Conference

conference as important members of this event’s delegation
Insightful
g'nnﬂigence from data

T81-939-2420 fax 781-939-2490 or emai b.amberglchinet.com




MANAGE
ADVERSE
EVENTS

Maintain FDA Compliance through Effective

Critical Take-Aways of this Event
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January 26-27, 2006

Doubletree Philadelphia « Philadeiphia, PA

CD-Rom Compendiums

Registration Fee:  standara  Early Bird
Conference & Workshop $1.895 $1.585
Conference only $1.595 $1.295
Workshop only $795 $795

Early Bird Discount — Register by November 18, 2005 and SAVE $300.
Fee includes continental breakfast, lunch, wine and cheese reception,
refreshments and CD-Rom Compendium. Please make checks

(in U.S. funds drawn on a U.S. bank) payable to GBI Research, inc.

(No personal checks accepted

Team Discount:
Your organization may send 1 executive FREE for every 3 delegates
registered. All registrations must be made at the same time to qualify.

Discount Accommodations & Travel:

Contact CBI's official travel service Trave! Concepts for all of your travel needs.
In order to receive CBI's special discounted hotel rate, you must call
outside the U.S.) or

can also negotiate jow group airfares and car rentals. Mention that you are
atiending CBI's Manage Adverse Events to quaiify for hotel and travel
discounts

Venue:

Doubletree Philadelphia

Broad Street at Locust ¢ Philadeiphia. PA 19107
Negotiated rates only available through Travel Concepts

Substitution & Cancellation:

Your registration may be transferred to a member of your orgamzation up to 24
hours in advance of the conference. Cancellations received in writing on or
before January 12, 2006 will be refunded, less a $195 administrative charge. No

CALL TRAVEL CONCEPTS

TODAY AT 604)-540- 8082

retunds will be made after this date; however, the registration fee less the $195 :

adminsstrative charge can be credited to another CB conference if you register
within 6 months from the date of this conference. In case of conference

canceliation, CBI's liability is limited t6 refund of the conference registration fee :

only CBi reserves the right to alter this program without prior notice.
Satisfaction Guaranteed:

CH stands behing the qualily of its conferences. it you are not satisfied with the
quality of the conference, a credit will be awarded towards a comparabie CB!
conference of your choice

Special Offer from The Wall Street Journal:

* PRIORITY CODE iappears below maifing aodvess)

: CBI Research inc.
;500 West Cummings Park, Suite 5100. Woburn, MA 01801

U S Pn\u. N
PAID
Gallers

Registration Card HB606

DO NOT REMOVE MAILING LABEL. PLEASE RETURN ENTIRE FORM

“ O Yos! Piease register me for the MANAGE ADVERSE EVENTS conference.
O Conterence & Workshop A O ¥ &
OO ) am regstenmg tor the EARLY BIRD DISCOUNT O We wauid iike 1o take advantage of the TEAM DISCOUNT tsas left for details
£ O 1 camno atena Pase send e a Confersnce CD-Rom Compendium

; O As 3 specia thank you for registermg. 1 would like to recemve 13 weeks of The Wall Street Joumal, complments of CBI (2 S59 valuel)

BO‘" mlyo

P A only O Workstiop 8 only

10fter good for new subscribers only ving in the contiguous US. — your first issue will armve approximately 4 weeks after registration.}

Register 3
Get 1 FREE

w0 POSITION -

© 3 ame " POSITION T

4 NAME ) POSITION

g COMPANY DVISION o
| ADDRESS

Ly " STATECOUNTRY ‘ZPPOSTAL CODE

| TELEPHONE FAX £-MaL

| AUTHORIZED SIGNATURE

| Payment Options: ayment in full is required to process registration. Please call with any payment questions.
£ O Enclosed is a check for payment in full (No personal checks accepled)

owne OO0 ODO0 OO0O0O COOOO

As a 1al thank for registeri will receive 13 weeks of The Wall . X
Stree?fumal comy;:,memrsegt CBl'E?ussg value! There is no further obfigation. : O Amex: DDDD DDDD DD DDDDD
Please make sure that the circle is checked on the registration page and we'll :
take care of the rest for you. Your first issue will arrive in 4 weeks. Otfer good 10 | NAME (AS APPEARS ON CARD) EXP DATE
new subscribers only fiving within the contiguous U S ;
i CARDHOLDER SIGNATURE
5 Easy Ways to Register Please p this form for additional delegates.
WEBSITE PHONE =1 FAX - Ve E-MAIL MAIL
www.chinet.com 800-817-8601 781-929-2490 -,_A chireg@cbinet.com a ‘ Regrstration Dept.
781-939-2438 Please mciude il information Bl Research. inc.
outside the U.S. requested on registration card. 500 West Cummmngs Park. Suite 5100. Wobum, MA 01807

REGISTER TODAY! CALL TOLL FREE 800-817-8601
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*“The Pink Sheet” 17

The firm also announced that it has established an
“internal high-level team...that is dedicated to
assessing the ability of other companies and partners to
either produce or provide capabilities in Tamiflu
production.”

The Administration’s plan also includes efforts to
“develop new technologies that will allow us to
produce new vaccines rapidly.”

To that end, the plan would earmark $2.8 bil. for
development of cell culture-based vaccines, which
HHS has said could allow for faster vaccine
manufacturing (“The Pink Sheet” April 4, 2005, p. 29).

Another aspect of the plan would be to provide liability
protections for vaccine manufacturers. The request is
noteworthy because the existing Vaccine Injury
Compensation Program is often held up by industry as
a good model for how to handle other kinds of medical
liability cases (“The Pink Sheet” May 30, 2005, p. 10).

Also under the HHS plan, FDA would assume
additional activities beyond its current regulatory
scope.

For instance, the agency would evaluate “long-term
stability of stockpiled antiviral drugs for purposes of
shelf life extension.”

The plan also highlights some mandates that FDA
currently performs that would be more important
during a pandemic, such as monitoring “to protect
against the distribution of counterfeit antiviral drugs
and pandemic vaccines.”

The National Institutes of Health, meanwhile, would

- develop and evaluate *“novel influenza vaccines and

vaccination strategies (e.g., adjuvants, delivery
systems)” and evaluate “the molecular and/or
environmental factors that influence the transmission
of influenza viruses, including drug-resistant strains.”

NIH is also tasked with maintaining *“close
communication with drug and vaccine manufacturers.”

The Centers for Disease Control & Prevention will
coordinate antiviral delivery from the National
Strategic Stockpile and monitor “antiviral drug use,
effectiveness, safety and resistance” as well as vaccine
effectiveness. ¢ ¢

Complex Indications For Drugs Have Lengthened Development Time — Tufts

Increased complexity of therapeutic indications is one
factor contributing to longer clinical development
times for drugs, according to Tufts Center for the
Study of Drug Development Director Kenneth Kaitin.

In a study appearing in the November/December issue
of the center’s Impact Report, Tufts found that the
average clinical development time for drugs increased
from a low of 5.8 years in 1999-2001 to 7.0 years over
the 2002-2004 time period.

Companies are seeking “indications where a patient
gets their medications over longer periods of time and
the indications are more complex,” Kaitin said in an
interview with “The Pink Sheet.”

Kaitin said that clinical development time is also being
affected by the requirement of many third party payors,
including European health agencies, that manufacturers
perform cost-effectiveness studies.

In addition, regulatory burden, increased trial sizes and
recruitment difficulties have led to longer clinical
development times, Kaitin said.

The Tufts report breaks out standard new chemical
entities versus priority NCEs and concludes that

clinical development time for priority NCEs are the
longest they have been since the enactment of the
Prescription Drug User Fee Act in 1992.

Tufts also found that the average approval time for
priority drugs increased from 0.9 years in 1999-2001 to
1.2 years in 2002-2004.

Increased review times for priority NCEs may be due
to the recent focus on drug safety problems, despite
FDA denials that the agency has become more risk
averse, Kaitin said.

“It’s hard to imagine that...the individual reviewers
within the agency aren’t more concerned about safety
issues and as a result are being more cautious in their
drug reviews, which is tending towards requesting
more data and extension of the overall approval time,”
Kaitin said. :

Clinical development and review times vary by
therapeutic area, Tufts found. For the 2002-2004 time
period, the average total clinical and approval time for
neuropharmacologic drugs (12.6 years) was double
that for cardiovascular drugs (6.3 years). ¢ ¢

Unauthorized photocopying is prohibited by law. See page one.
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Schering Seeks Salvation In External Deals; Hassan Qutlines Licensing Plan

The solution to the “innovation threat” facing big
pharma lies in making deals outside the company,
Schering-Plough CEO Fred Hassan said during an
R&D update Nov. 1.

“Our philosophy is that about half of our pipeline and
portfolio should come from other people’s labs,” the
exec stated. “I can tell you today we are in deal mode.”

*“Our industry faces a serious innovation threat,”
Hassan asserted, “what I would call the post-Vioxx
innovation threat.”

development,” Exec VP-Global Development Thomas
Koestler said.

“Qur discovery engine has been very productive,” he
noted. “We have 14 new molecular entities rapidly
approaching proof-of-concept, another eight that are in
Phase Il and four more that are [in]Phase 1l and
registration” (see following story).

“The number of compounds in full development we
expect may grow by almost 40%,” Koestler added.

Merck’s withdrawal of its COX-2
inhibitor due to cardiovascular risk more
than five years after its approval and the
ensuing liability issues have raised
concerns that companies may take a more
cautious approach towards development,
avoiding newer products that have

“Qur industry faces a
serious innovation
threat...what I would Pproduct candidates entering full
call the post-Vioxx
innovativn threat,”
Hassan says.

In terms of in-house development, “we are
now on the upswing and we project a
significant increase as a result of new

development over the next few years,”
Koestler said.

Schering has bolstered its development
team with several appointments and

unknown safety profiles.

“One critical impact is in the regulatory arena,” Hassan
maintained. “FDA drug safety advisories are on the
rise, FDA black box warnings are multiplying, average
approval times are lengthening,” he cautioned.

“In the meantime, there are indications that our
industry is in an R&D productivity slump. The low-
hanging fruit has been harvested. Development hurdles
and costs are increasing,” Hassan stated. “We see
escalating later date attrition rates. This later stage
attrition is hugely costly.”

In addition to the dwindling flow in big pharma R&D,
pipelines have been clogged by increasing late-stage
failures in recent years. The Phase III failure rate has
reached about 50%, up from 20% 10 years ago.

Hassan acknowledged that Schering-Plough has “a
reality of a late-stage pipeline gap.”

As a result, he said, the company has adopted the
approach of striving for a “balance between internal
and external innovation — because we realize that no
single team has a monopoly on innovation.”

Schering is thus attempting to bolster its pipeline and
portfolio through both internal development and
acquisition of innovative products.

On the internal side, Schering has underway a
“development excellence” program that emphasizes
“cycle time reduction in all phases of clinical

promotions this year. The company named
an Aventis researcher, Susan Arbuck, as VP-global
clinical development for oncology and a former
Novartis exec, James McLeod, to the post of global
VP-clinical development, early clinical research &
experimental medicine.

The company also announced the promotion of two
management execs to development posts: Koestler to
the post of exec VP-global development and James
MacDonald to exec VP-preclinical development.

Hassan detailed Schering’s external efforts to build its
portfolio during the R&D presentation — the
company’s first in two years — by outlining a series of
licensing plans.

Schering’s first focus is on technology alliances, then
early-stage acquisitions and alliances and late-stage
deals. The firm is also open to full product acquisitions
and complete company buyouts, particularly if they
offer access to late-stage projects.

Schering has already begun to step up its partnerships,
putting into practice the licensing strategy outlined by
Hassan. The company announced the signing of
several technology alliances over the past year.

In August, Schering said it exercised its rights to
develop and commercialize a fully human monoclonal
antibody with Centocor; golimumab (CNTO 148) is in
Phase I for the treatment of rheumatoid arthritis and
other inflammatory diseases.

Unauthorized photocopying is prohibited by law. See page one.



