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New Realities of Financing and Impacts on Pharma and Biotech 
M&A and Licensing Relationships

KOL Panel - The Future of Cardiovascular Therapeutics:  New 
Markers and Implications for the Cardiovascular Space 

Repurposing and Other Strategies for De-Risking CNS

Rethinking Pharma:  Pricing, Reimbursement, Development and 
Commercial Issues in the Face of Less Impersonal Medicine

The Dermatology Enigma:  Exploring the Disconnect Between 
Unmet Needs and Pharma Investment 

Getting Personal and Getting Past It:  Beyond Cancer's 
Individualized Therapies to "Less Impersonal" Medicine

Male and Female Sexual Dysfunction:  Attractive Markets; Elusive
Targets
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The Dermatology Enigma: 
Exploring the Disconnect Between Unmet Needs 
and Pharma Investment

Aileen Nicoletti
Defined Health

2006
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Dermatology Market Snapshot

WW Dermatology Rx and OTC Sales
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Can You Find Dermatology on the Map?

Anti-TNFs for Psoriasis 
Represent $700 MM or 
<0.2% of the total market

SG Cowen Therapeutic Categories Outlook, October 2006
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Growth Has Been Limited to Psoriasis and 
Aesthetics

Growth per Year (%)
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Dermatology Has Become a Specialty 
Pharma Dominated Market

Dermatology Market Share, Top Companies (Past and 
Present)
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Is the Lack of Growth Due To Lack of 
Investment?

Number of Top 15 Firms with Projects in Area
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Aesthetics Has Become A Recent Focus

US Facial Aesthetics Market (Selected Products)
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Aesthetics- Effective Products in a 
Growing Market

Fillers

Botox

American Society for Aesthetics and Plastic Surgery Procedure Statistics 2005, 
http://www.surgery.org/download/2005stats.pdf
http://www.locateadoc.com/gallery.cfm/Action/List/ProcedureID/63
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Only J&J Has Made a Serious Move

Palomar Medical Signs Agreement With Johnson & John son 
Consumer Companies to Develop Home-Use, Light-Based  
Devices for Skin Rejuvenation, Acne, and Cellulite

Anika Therapeutics Announces Worldwide Development a nd 
Commercialization Partnership with Ortho Neutrogena -
Agreement Meets Key Corporate Objective for Clinica l 
Development of Cosmetic Tissue Augmentation Product

Recombinant Capital
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Growth In Aesthetics Appears to Have 
Peaked

American Society for Aesthetics and Plastic Surgery Procedure Statistics 2005, 
http://www.surgery.org/download/2005stats.pdf
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Increasing Competition Makes for Some 
Unusual Sales Tactics

www.medicis.com
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Big Pharma Appears to be Making an Exit?

Connetics to Acquire US Soriatane Product Rights to f rom 
Roche: Oral Psoriasis Product Posted 2003 US Net 
Revenues of $41 MM

ALTANA Inc Acquires US Dermatology Business from 
GlaxoSmithKline Consumer Healthcare

Connetics Announces Year End 2005 Velac Transaction

Recombinant Capital
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Skin Disease – Epidemiology (U.S.)

69.6 MM191.9 MMAny Skin Condition

00.5Chronic Ulcer

0.22.7Mouth and Tongue Disorders

1.74.7Psoriasis

5.69.9Nail Disorders

0.510.3Warts

2.013.8Infective and Parasitic Conditions

6.422.5Erythematous and Other Dermatoses

11.724.6Prurigo and Allied Conditions

4.0824.6Scalp and Hair Disorders

8.625.4Scaly Dematoses

10.425.8Acne

18.427Eczema

Moderate and 
Severe

All Grades

Over 20% of the 
US population 

has a moderate 
to severe skin 

disorder

http://hcna.radcliffe-oxford.com/pdfs/005HCNA_chap5.pdf
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Standard of Care for Major Derm
Indications Leaves Room for Improvement

Atopic Dermatitis

Medscape, Evaluate Pharma, www.fda.gov/cder/drug/InfoSheets/HCP/Protopic HCP.pdf
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Typical Novel Compound In Development 
for Atopic Dermatitis

USAUveitisSuspended(Preclinical)

USARespiratory tract disordersSuspended(Preclinical)

USAPulmonary fibrosisSuspended(Preclinical)

USAPsoriasisSuspended(Preclinical)

USAMultiple sclerosisSuspended(Preclinical)

USAHIV infections treatmentSuspended(Preclinical)

USAAtopic dermatitisSuspended(Preclinical)

USAInterstitial cystitisPreclinical

USAChemoprotectionPreclinical

USABarrett's oesophagusPreclinical

USAUlcerative colitisPhase I

USADiarrhoeaPhase I

USACrohn's diseasePhase I

EuropeUlcerative colitisPhase II

EuropeCrohn's diseasePhase II

CountryIndicationPhase

Adis R&D Insight
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Standard of Care for Major Derm
Indications Leaves Room for Improvement

Acne

Medscape, EvaluatePharma, Accutane prescribing information
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The Acne Pipeline Is Meager

5 topical anti-infectives
• 2 novel compounds
• 3 derivatives

2 topical anti-androgens

2 retinoid derivatives

Established mechanisms Novel mechanisms

1 topical HDAC inhibitor

Adis R&D Insight, IDdb3
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Novel Phase II Acne Product…

Phase II for Acne Vulgaris
• Similar reductions in the total counts of facial 

acne lesions compared to retinoic acid

• More rapid time to response
• Reductions in inflammatory and non-inflammatory 

lesions

www.topotarget.com/index.dsp?page=238, Adis R&D Insight

Avugane TM

• AvuganeTM, a topically used product, is being 
developed as a potential new treatment of inflammatory 
skin disorders such as acne vulgaris, psoriasis and 
atopic dermatitis... TopoTarget has recently completed 
a randomised and blinded Phase II trial with 
AvuganeTM for the indication of acne vulgaris and in 
April 2006 published promising data from this trial.
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…Is Not So Novel

Adis entry for Avugane:

“TopoTarget is developing a gel-based 
formulation of the histone deacetylase
(HDAC) inhibitor valproic acid 
[Avugane™, Baceca®, G2M 777 topical] 
for the treatment of hyperproliferative and 
inflammatory skin disorders. The product 
is in phase II clinical development in 
certain EU countries for the treatment of 
acne vulgaris and basal cell carcinoma, 
and has potential for the treatment of 
actinic keratosis, psoriasis and atopic
dermatitis.”

Adis R&D Insight, Depakote prescribing information
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Acne Reformulations May Do Well

Medicis Announces FDA Approval of 
SOLODYN -- minocycline HCl, USP --
Extended Release Tablets 
Unique Dosing Redefines Traditional 
Minocycline Acne Therapy 

SCOTTSDALE, Ariz., May 8, 2006 -- Medicis
(NYSE:MRX) today announced that the U.S. Food 
and Drug Administration ("FDA") has approved its 
New Drug Application ("NDA") for SOLODYN(TM) 
(minocycline HCl, USP) Extended Release Tablets. 
SOLODYN(TM) is the only oral minocycline
approved for once daily dosage in the treatment of 
inflammatory lesions of non-nodular moderate to 
severe acne vulgaris in patients 12 years of age 
and older. SOLODYN(TM) is also the only approved 
minocycline in extended release tablet form. 
SOLODYN(TM) is lipid soluble, and its mode of 
action occurs in the skin and sebum. 
SOLODYN(TM) is not bioequivalent to any other 
minocycline products, and is in no way 
interchangeable with other forms of minocycline.

Evaluate Pharma, Medicis press release, ww.medicis.com
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Will Big Pharma Re-enter the Acne 
Market?

Pfizer, Vicuron in $1.9 billion merger
06/16/2005 - Pfizer has struck a deal to buy Vicuron
Pharmaceuticals, for $1.9 billion (€1.6 billion) in  cash, in a 
move that places the drug company further into the realms of 
anti-infective R&D – an area thought to be falling o ut of favour
in the pharmaceutical industry. 
Under the terms of the agreement, Pfizer will acquire two of 
Vicuron's products currently under New Drug Application (NDA) 
review at the US Food and Drug Administration (FDA): 
anidulafungin for fungal infections and dalbavancin for Gram-
positive infections…

BI-K0376, an antibacterial agent in a gel formulati on for 
the potential treatment of acne is active against 
propionibacterium acnes, including bacteria resistan t 
to erythromycin and clindamycin. Phase I complete.

www.drugresearcher.com/news/ng.asp?id=60707-pfizer-vicuron-oxazolidinone, Adis R&D Insight
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Psoriasis

$600 MM in 2005
+ $700 MM for a-TNFs

IDdb reports 69 drugs in clinical development 
for Psoriasis 

• Most (60) are reformulations or "next 
generation" of established classes
• Of novel classes, 3 are "class extensions"

• PTH analog
• PNP inhibitor
• P38 MAPK inhibitor

Estimated 4.5 MM in US

Over 1 MM Moderate 
and Severe

136 discontinued products, 
many discontinued for 
psoriasis with continued 
development for
RA and IBDMedscape, IDdb3, EvaluatePharma
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The Conventional Wisdom

“ Despite its large size, 
penetration of biologics will 
likely remain low due to 
dominance of less expensive 
therapies such as topical 
steroids and phototherapy, 
especially in mild to moderate 
patients.” 
Credit Suisse, 13 April 2006: Injecting Growth 
Sizing Up The Opportunity For Biologics In 
Autoimmune Diseases

Growth Of The US Autoimmune Biologics

19% (or $519MM) of 
Enbrel’s current US 
sales are in psoriasis
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Treatment Algorithm Has Limited 
Penetration

Stepwise Therapy

Over-the-counter products
Topical retinoids
Topical steroids
Vitamin D analogs

Step 1 - Topical therapy

Broadband UVB
Laser 
Narrowband UVB
PUVA

Step 2 - Phototherapy

Acitretin
Cyclosporin A
Methotrexate
Systemic steroids

Step 3 - Systemic therapy

Enbrel
Remicade
Raptiva
Amevive

Step 4 - Biologicals

Rotational Therapy
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Effective Therapy Can Change the 
Treatment Algorithm

The AAD consensus 
statement recommends 

that biologicals be 
considered as first-line 

therapies alongside 
traditional systemic agents
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Complex Biology of Psoriasis Should 
Allow for Intense Development

Keratinocyte differentiation 
and proliferation

Nature Reviews Drug Discovery Vol 4, pp 19-34, 2005

T cell mediators

Macrophage/monocyte
mediators

Adhesion and 
cell migration
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Several Pathways Have Shown Some 
Success

Nature Reviews Drug Discovery Vol 4, pp 19-34, 2005

Anti-TNFs

Amevive

Raptiva
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Still Room for Repurposing

• 14 PPARgggg and a/ga/ga/ga/g in 
Phase I/II for diabetes

• Many major pharmas
with PPAR programs

• None in development for 
psoriasis.

• One in development for 
scars
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How High Is the Safety Bar for Oral 
Therapy?
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HypoglycemiaUpper respiratory tract, 
infection, injury, headache, 
back pain, hyperglycemia, 
fatigue, sinusitis, diarrhea

None

Avandia

Too many things 
to list.

Paraesthesia, anorexia, 
nausea, vomiting, abdominal 

pain, diarrhea, gingival 
hyperplasia, hepatic 

dysfunction, hyperuricemia, 
hyperkalaemia, 

hypomagnesaemia

Renal dysfunction, 
hypertension, 
hyperlipidemia

Cyclosporin A

Uncommon
<1 %

Common
1-10 %

Very Common
� 10 %

Not That High

Derived from prescribing information for each product
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Psoriasis and Diabetes May Not Be Such 
Strange Bedfellows
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Still Room for Topicals

Evaluate Pharma
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Still Room for Topicals

http://www.biocarta.com/pathfiles/h_mapkPathway.asp

Concerns 
over systemic 

toxicity for 
systemic 
inhibitors
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Novel Topicals for Psoriasis

NFkkkkB decoy oligonucleotide ointment
AnGes MG… is developing a NF-kappa-B (NF� B) decoy oligonucleotideointment for the 
potential treatment of patients with severe atopic dermatitis and psoriasis

Adapted from company websites
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Big Pharma Is Still In Psoriasis
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Emerging Markets- Pigment Disorders

Graphics from www.magen .com
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Disfiguring Pigment Disorders

National Institute of Arthritis and Musculoskeletal and Skin Diseases Information clearinghouse

Emerging Markets- Pigment Disorders

The prevalence of vitiligo is ~ 1-
2%.

Vitiligo or leukoderma is a chronic 
skin condition that causes loss of 
pigment, resulting in irregular pale 
patches of skin. 

Vitiligo

Prevalence is estimated at 
1:1,000,000 in the United States. 

Xeroderma pigmentosum (XP) is a 
group of rare inherited skin 
disorders characterized by a 
heightened reaction to sunlight 
(photosensitivity) with skin 
blistering occurring after exposure 
to the sun. 

Xeroderma
pigmentosum

Effects and estimated 10-15% of 
the US population (peaks in 
young adult women), hereditary 
is rare

"sun allergy" systemic immune 
reaction to photodamaged skin, can 
include hives (solar uticaria)

Polymorphous light 
eruption (PMLE)
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Emerging Markets- Pigment Disorders

www.magen.com, www.epitan.com.au
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Non-Disfiguring Pigment Disorders

Emerging Markets- Pigment Disorders

Medscape, www.summertan.com



InterContinental - The Barclay New York



InterContinental - The Barclay New York


