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The statements in this presentation that relate to future plans, events or 

performance are forward-looking statements, which are made pursuant to the safe 

harbor provisions of Section 21E of the Securities Exchange Act of 1934.  Such 

forward-looking statements involve significant risks and uncertainties, and actual 

results, events and performance may differ materially from those expressed or 

implied in this presentation.  Factors that could cause such differences include, but 

are not limited to, risks pertaining to product development, clinical trial outcomes, 

regulatory requirements and actions, availability of required financing and other 

sources of funds, corporate partnering agreements, development of the markets 

for the Companyôs products and other risks disclosed in the Companyôs most 

recent Annual Report on Form 10-K and other periodic reports filed with the 

Securities and Exchange Commission.  The forward-looking statements in this 

presentation do not constitute guarantees of future performance.  The Company 

undertakes no obligation to publicly update these forward-looking statements to 

reflect events or circumstances that occur after the date of this presentation. 

Forward-Looking Statement 
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Company Profile 

Palatin Technologies, Inc. (NYSE Amex: PTN) 

is a biopharmaceutical company developing 

targeted, receptor-specific peptide therapeutics 

for the treatment of diseases with significant 

unmet medical need and commercial potential. 
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Pipeline 

 Program Indication Preclinical Phase I Phase II Phase III 

Melanocortin 
Receptor 

(MCR) 
Programs 

Bremelanotide Female Sexual Dysfunction 
 

   

AZD2820 
(partnered with 
AstraZeneca) 

Obesity and Diabetes 
 

   

PL-6983 
Female Sexual Dysfunction 
and Erectile Dysfunction 

    

       

 
PL-3994: 
Inhalation 

Acute Severe Asthma     

Natriuretic 
Receptor 
Programs 

PL-3994: 
Subcutaneous 

Acute Severe Asthma     

PL-3994: 
Subcutaneous 

Heart Failure     

PL-3994: 
Subcutaneous 

Refractory Hypertension     

 

Ongoing active program Next step dependent on licensing or partnering 



Natriuretic Peptide Receptor Program 
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Acute Severe Asthma: A Global View 

Drugs 2009; 69 (17): 2363-2391 

Asthma case fatality rates (asthma deaths per 100 000 asthmatic patients in the 5- to 34-year-old age group). Masoli et al. 
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Medical need for new therapy with faster onset 

acting independently of the beta-agonist mechanism 

Current Standard of Care 
} Current therapies can lead to a refractory 

state requiring emergency room (ER) 

treatment 

 

} ER Standard of Care requires several 

hours and patients remain at risk 

 

} Recent FDA guidance has questioned the  

 safety of beta-agonist monotherapy 
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PL-3994 Overview 

} Human clinical studies validate that NPR-A activation results in 

significant bronchodilation 

} PL-3994: novel direct acting NPR-A agonist 

} Phase 1 data: acceptable safety and tolerability profile and NPR-A 

agonist pharmacology 

} PL-3994 animal data shows good bronchodilation and supports 

aerosol dosing 

} PL-3994 ex-vivo human lung data demonstrates human 

bronchodilation 

} PL-3994 has potential for parenteral and aerosol formulations 
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PL-3994 Program 

} Subcutaneous formulation 

ƁPhase 2 proof-of-principle study in stable asthmatics 

ƁPlacebo-controlled dose escalation crossover study design 

ƁObjective is to determine if patients can have a clinically 

meaningful increase in pulmonary function (FEV1) 

 

} Nebulized formulation  

ƁPreclinical animal toxicology studies ready 



Melanocortin Receptor 4 Agonist  

Obesity & Diabetes  
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Central Melanocortin System 

MCR-4 plays a key role in regulating food intake 

} MCR-4 KO mice: hyperphagic and obese 

} MCR-4 mutations are most common  form of 

monogenetic obesity in humans 

ƁHyperphagic 

ƁEarly onset obesity and diabetes 

ƁNormal sexual function 
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AstraZeneca Obesity Collaboration 

} Exclusive global licensing and research collaboration 

Ɓ$10M upfront and $12M milestones received 

Ɓ$145M in additional milestones 

ƁRoyalties upon commercialization   

} Clinical proof-of-concept studies for MCR-4 mechanism have 

been completed 

ƁPrimary objectives met: significant decrease in food intake and 

weight loss 

} Phase 1 clinical study on-going 

ƁDrug candidate AZD2820 
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Female Sexual Dysfunction Program 
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Female Sexual Dysfunction Overview 

} Female Sexual Dysfunction (FSD) is defined as persistent or recurring 

problems during one or more of the stages of sexual response with 

associated distress 

} FSD is prevalent in U.S. adult women 

Ɓ ~43% experiencing some symptoms of FSD 

Ɓ ~22% experiencing associated distress 

} FSD has a significant impact on patient self-image, relationships, and 

general well being 
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} First-in-class melanocortin receptor 4 agonist for FSD 

 

} On-demand use with rapid onset of activity and well-tolerated 

 

} Novel mechanism of action activating endogenous pathways involved 

in sexual arousal response 

 

} Evaluated in 30 clinical studies showing efficacy in both FSD and ED 

Bremelanotide Overview 

http://en.wikipedia.org/wiki/File:Bremelanotide_chemical_structure.png
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BMT Key Points 

} Multiple Phase 2 studies establish proof-of-concept in FSD 

} Currently enrolling patients in Phase 2B study 

} Subcutaneous formulation has consistent pharmacokinetics 

and is well-tolerated 

} Addresses a large market  

Ɓ High patient demand 

Ɓ No current therapeutics available  
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Milestones 

} Bremelanotide Phase 2B study in FSD patients 
Ɓ Initiate patient enrollment   2Q11 

ƁComplete patient enrollment   1Q12 

ƁTop-line data expected    2H12 

 

} AstraZeneca MCR-4 obesity/diabetes program  
ƁPhase 1 data     4Q11 

Ɓ Initiate Phase 2 program   1H12 

 

} PL-3994 in Acute Asthma 
ƁCorporate collaboration target   1Q12 

ƁPhase 2 proof-of-principle study in asthmatic patients 

ƁPL-3994 nebulized formulation transition 

 into Phase 1 clinical studies 



FSD Clinical Development 

Palatin Technologies, Inc. 
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Bremelanotide FSD Clinical Development  

}Patient exposure 

}FSD pilot experience  

}Dosing format 

}Target Product Profile 

}Design of Phase 2B Study 054 

}Phase 3 enabling activities 

 



20 

Bremelanotide FSD Clinical Data 

} Studies of sexual function in female rodent and primate 

models demonstrated pronounced effects on perceptive 

and appetitive sexual behaviors 

} Phase 2A pilot studies  
ƁDouble-blind, placebo-controlled 

ƁSC or IN dosing in premenopausal and postmenopausal FSD 

patients 

ƁSignificant effects on improving vaginal engorgement, 

improving arousal and desire, as well as improving orgasm 

} Phase 2A data supported movement into Phase 2B at-

home studies 
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} At-home study of intranasal BMT 10mg 

ƁPremenopausal & postmenopausal FSAD patients 

ƁDouble-blind, placebo-controlled 

Ɓ4 week no treatment run-in, 8 weeks treatment drug or 

placebo 

 

} Objectives 

ƁEvaluate efficacy and safety of BMT under at-home use 

conditions 

ƁEvaluate efficacy endpoints required for upcoming trials 

Phase 2B At-Home Study 
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Post- and Premenopausal Average # of SSEôs 
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Study 054 
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Next Steps Phase 2B Clinical Trial 

} Trial Design 

ƁDose ranging 20 week at-home placebo-controlled study 

- Subcutaneous dosing: placebo; 0.75mg BMT; 1.25mg BMT and 1.75mg 

BMT 

- Target enrollment: 400 patients 

ƁFDA accepted endpoints 

- Increase in SSEôs as measured by event log 

- Improvement in arousal & desire as measured by validated SAQ 

- Improvement in sexual distress as measured by SAQ 

} Objectives  

ƁEvaluating safety and efficacy in premenopausal patients with FSD 

} Trial Status 

ƁBegan enrollment June 2011 

ƁData expected 2H2012 
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Study 54 Design Objectives 

} Identify safe and effective doses for Phase 3 

development 

} Explore relationship between weight, PK, efficacy 

} Address placebo effect inherent in FSD studies 

} Exploring safety and efficacy in FSAD, HSDD and 

mixed populations 

} Focus on cardiovascular safety  

}Obtain in field experience with patient reported 

outcome instruments 

 



28 

ISSUE 

} FSD studies can have 

significant placebo effect 

} Few studies actually 

enumerate placebo effect 

 

 

APPROACH 

} Long run in period: 

Ɓ improves stability at 

baseline 

Ɓ standardize learning 

effects 

} Cross over placebo 

treatment periods 

 

 

Placebo Effect in FSD Studies 
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ISSUE 

} Increased BP levels 

observed at some dose 

levels in prior studies 

} Magnitude and duration of 

BP effects needs to be 

characterized 

} Wide PK variability in prior 

IN program 

APPROACH 

} Measurement of 24 hour 

ABPM after supervised 

dosing 

} Expert review of all 

ABPM tracings 

} Predefined criteria for 

subject withdrawal based 

on BP 

} DSMB monitoring 

BMT Cardiovascular Safety 
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ISSUE 

} Pilot data suggest 

potential efficacy in 

FSAD and HSDD 

}ñMixedò clinical picture in 

many patients 

 

APPROACH 

} Inclusion criteria enable 

participation of: 

Ɓ FSAD 

Ɓ HSDD 

Ɓ Mixed population 

} Examination of efficacy 

in subgroups is 

prespecified in SAP 

FSD Patient Subgroups 



31 

}70 study sites 

ƁUS 

ƁCanada 

}Doses selected by PK modeling 

}Experienced FSD clinicians 

}Study start: June 2011 

}Data: 2H 2012 

Study 054 Design 
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Summary  

} BMT engages melanocortin receptors modulating a 

range of key physiological responses including 

appetite, cardiovascular tone and sexual responses 

} SC BMT has a promising safety and efficacy profile 

for FSD 

} Study 054 will provide important dose finding, safety 

and efficacy data to inform Phase 3 activities 
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Phase 3: Enabling Activities   

} PRO validation 

} Autoinjector device selection development and validation 

} EU regulatory strategy 

 



Palatin Technologies 

Financial Snapshot, Bremelanotide and Delivery 

Device Development, Insurance Reimbursement 

Coverage, FSD Market 




