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Safe Harbor Statement  

¢Ƙƛǎ ǇǊŜǎŜƴǘŀǘƛƻƴ Ŏƻƴǘŀƛƴǎ ŎŜǊǘŀƛƴ άŦƻǊǿŀǊŘ-ƭƻƻƪƛƴƎ ǎǘŀǘŜƳŜƴǘǎέ 
(statements as to matters other than historical facts) as defined 
in the Private Securities Litigation Reform Act and in Section 27A 
of the Securities Act of 1933 and Section 21E of the Securities 
Exchange Act of 1934. Such statements involve risks and 
uncertainties that could cause actual events or results to differ 
materially from the events, projections or results described in 
the forward-looking statements. These risks and uncertainties 
ŀǊŜ ŘŜǎŎǊƛōŜŘ ƛƴ !at9Ωǎ Ƴƻǎǘ ǊŜŎŜƴǘƭȅ ŦƛƭŜŘ {9/ ŘƻŎǳƳŜƴǘǎΣ ǎǳŎƘ 
as its most recent annual report on Form 10-K, all quarterly 
reports on Form 10-Q and any current reports on Form 8-K. 
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2010 2011 1990 

March 2010  

DMI Merges with Chay 

Enterprises to Form 

Publicly Traded Ampio 

Pharmaceuticals 

January 2011 

Commenced Clinical 

Trial Development on 

Optina 

Sponsored research 

agreement with 

hospitals assists with 

substantial product 

development 

Over $50M contributed 

to product development 

plus ~$50M PIK 

DMI Founded in 1990 by 

David Bar-Or, MD 

May / June 2011  

Listed on the NASDAQ 

and the Russell Index 

April 2011  

Completed $12.7M PIPE 

Financing 

September 2011 

Signed First Licensing 

Agreement for Zertane 

(Korea) 

July 2011 

Commenced Clinical 

Trial Development of 

Ampion 

Ampio Background & History  
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December 2011  

Completed $9.4M 

Registered Direct 

Financing 



The Ampio Value Proposition 

ÅOur pipeline consists of both novel and existing compounds 
strategically aimed at expected multi-billion dollar indications 
with limited branded competition 

ÅPotentially shorter regulatory pathways that leverage the 
safety profile of our patent protected portfolio 

Å3 clinical stage compounds with full rights retained in all major 
markets 

Å¢ƘŜ ΨǘǊŀŘƛǘƛƻƴŀƭΩ ŀǇǇǊƻŀŎƘ ǘƻ ŘǊǳƎ ŘŜǾŜƭƻǇƳŜƴǘ ƛǎ ōǊƻƪŜƴΣ ǿŜ 
ōŜƭƛŜǾŜ ǿŜΩǾŜ ŦƻǳƴŘ ŀ ōŜǘǘŜǊ ǇŀǘƘ 
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Product Portfolio Aimed at Major Markets with 
Limited Existing Competition 

Optinaϰ Ampionϰ 

Innate biological 
anti-inflammatory 

product 

DADKP, a cyclic 
dipeptide derivative 

of human serum 
albumin 

Completed Phase II; 
approaching FDA in 

Q1 2012 

Oral therapy to 
prevent diabetes-
induced blindness 

Danazol 

Human  data 
expected Q2 2012, 
approaching FDA in 

Q3 2012 

Composition of 
matter, 

manufacturing, and 
use patents 

Use patents filed in 
the US & EU 

Market 
Opportunity 

Clinical Stage 

Patents 

Active 
Compound 

5 

Zertaneϰ 
Premature 

Ejaculation, a larger 
patient population 

than ED 

Tramadol 

Human efficacy trials 
completed, 

approaching FDA 
2012 

32 use patents 
issued in the US & 

internationally, 
Zertane + PDE5i 
patents pending 



Product Overview: 

!ƳǇƛƻƴϰ 



Ampion Market Potential 

Types of disease processes 

Inflammation  

Dry Eye 

25M 
patients in 

the US 

bƻ ΨƎƻƻŘΩ 
current 

standard of 
care 

Local 
application 

Osteoarthritis Rhinitis Surgical wash 

Immune mediated 

Multiple 
sclerosis 

/ǊƻƘƴΩǎ 
Rheumatoid 

arthritis 
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Ampion:  A Derivative of Human Serum Albumin for 
Osteoarthritis 

ÅPatented small molecule with non-steroidal anti-inflammatory 
and analgesic properties that is naturally produced by humans 
in response to injury 

ïDiscovered in trauma patients 

ïFound to be a non-steroidal biologic within human serum albumin 

ÅBecause it is a component of a product that has been available 
for over 50 years, we were able to quickly bring Ampion to 
human trials 

ïHuman serum albumin is approved for intravenous administration 
and has been given to millions of patients 
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Ampion Anti-Inflammatory Mechanism of Action 

ÅMultiple biochemical pathways identified 

ïDownmodulates T-ƭȅƳǇƘƻŎȅǘŜǎΩ ǇǊƻ-inflammatory cytokine 
production.   

ÅDecreases levels of IL-23 and IL-17 (pro-inflammatory cytokines) 
stimulated CXCL1 production from splenic cells 

ÅDecreases the response to pro-inflammatory stimuli (as demonstrated 
in 3T3 fibroblasts) 

ÅInhibit early activation of memory T cells but not naïve T cells 

ïInhibits transcription factors involved in inflammation (NFkB, cJUN, 
ATF2) 

ÅtŀǊǘƛŀƭƭȅ ƛƴƘƛōƛǘǎ IaD /ƻ! ǊŜŘǳŎǘŀǎŜ όƭƛƪŜ ǎǘŀǘƛƴǎΩ ŀƴǘƛ-inflammatory 
effect) 
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Phase II: Ampion-In-Knee (AIK) Trial 

ÅIn Australia; patients with OA of the knee, 40- 80 years old, and 
no recent treatment, surgery or other complications  

Å43 patient randomized, double-blinded trial, patients given a 
local injection of Ampion or saline 

ÅPrimary endpoint of pain numeric rating scale, measured at 
baseline, 6, 24, 72hours, 8 days, and 30 days post-injection 

Å±ŀƭƛŘŀǘŜŘ ²ha!/ϰ Ǉŀƛƴ ϧ ŦǳƴŎǘƛƻƴ ǎŎŀƭŜ ƳŜŀǎǳǊŜƳŜƴǘǎ ǿŜǊŜ 
also performed, data has not yet been analyzed 

ÅNo treatment related SAE were found in either this trial or the 
previous AIK trial (in 60 patients), TEAE were all minor and not 
different than saline 
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Trend Toward a Difference in Pain NRS Versus Placebo 
at 30 Days; Ampion Significantly Better than Baseline 

11 

Analysis of covariance (ANCOVA), adjusting for baseline pain NRS 

Treatment group N= % improvement, 30 days P value 

Ampionϰ 17 42.42% 0.16 

Saline 15 28.99% 

P=0.002* 

P=0.081 

*P value based upon subset of patients who did not receive rescue 
medication at 30 days 



More Patients on Ampion Showed Improvement in 
Pain at 30 Days than Placebo 
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Å Clinically meaningful improvement in pain = Decrease in 30 day pain NRS of 
2 or more points 

Å Ambivalent = Decrease in 30 day pain NRS of 1 point 

Å No clinical benefit = Change in 30 day pain NRS of 0 or more points 

Trends in pain at 30 days from baseline, by treatment 
group 

Change in pain Ampionϰ Saline P value* 

No clinical 
benefit 

17.7% (3) 40.0% (6) 0.125 

Ambivalent 17.7% (3) 20.0% (3) 

Improved pain 64.7% 
(11) 

40.0% (6) 

*Cochran-Armitage trend test 



Ampion Regulatory Pathway 

ÅSchedule meeting with FDA in Q1 2012 to discuss regulatory 
pathway: 

ïConfirm that blood products are still considered biologics 

ïConfirm legislation for a repurposed biologic 

ïStudy design for trial(s) needed for approval 

 

ÅBegin definitive trial(s) for Ampion in osteoarthritis of the 
knee in 2H 2012 
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Product Overview: 

hǇǘƛƴŀϰ 



Optina Market Potential 

Decrease in Inflammation 
Induced Vascular Permeability 

Diabetic Macular 
Edema (DME) 

10% of all diabetics 
(25.8M diabetics in 

the US) 

Tablet competing against 
(or could be used in 

conjunction with) quarterly 
intravitreal injection 

Wet AMD Rhinitis Nephropathy 
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Optina: Danazol for the Treatment of Diabetic Macular 
Edema (DME)  

ÅOptina is a very low dose of danazol, given orally, that works 
inside the vessels to decrease the leakage 

ÅDanazol is a weak androgen that was originally approved at 
high doses for endometriosis, fibrocystic breast disease and 
hereditary angioedema (HAE) 

ïDosing for currently approved indications is 200mgς800mg orally 

ï¦ǎŜ Ƙŀǎ ōŜŜƴ ƭƛƳƛǘŜŘ ōȅ ƛǘǎ ΨƳŀǎŎǳƭƛƴƛȊƛƴƎΩ ǎƛŘŜ-effects 

ÅAt low in-vitro concentrations, danazol significantly inhibits 
inflammation-induced vascular permeability in human tissues 

ïEffect is reversed at higher doses 
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In Vitro Impact of Danazol on Vascular Permeability of 
Human Retinal Endothelial Cells 
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Diabetic Macular Edema (DME) and Optina 

ÅDME is a swelling of the macula in diabetic patients due to 
leaking of fluid from blood vessels within the macula which can 
cause blindness over time 

ïPrevalence is correlated with length of time with the disease ς 10% 
develop DME after 10 years, 20% after 20 years, etc 

ïDiabetes is the leading cause of new cases of blindness among adults 
aged 20-74 years 

ÅCurrent palliative treatment includes laser therapy and intra-
ocular injection of Lucentis - approved for DME in EU and used 
off-label in US  
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Optina in DME Trial Design 

ÅPatients with Diabetic Macular Edema (DME), 18ς80yrs old, with well 
controlled blood sugar & no recent surgery or intra-vitreous injections  

ÅDouble-masked, placebo-controlled study of three orally administered 
doses 

ï¦Ǉ ǘƻ сл ǇŀǘƛŜƴǘǎΣ ǎƛƴƎƭŜ ǎƛǘŜ ό{ǘΦ aƛŎƘŀŜƭΩǎ IƻǎǇƛǘŀƭΣ ¢ƻǊƻƴǘƻύ 

ïDoses significantly less than what is currently available 

ï3 month follow-up period 

ÅEndpoints: Optical Coherence Tomography (OCT) and Visual Acuity 
using validated method  

ÅConducted and approved under Health Canada guidelines using 
selection and evaluation criteria similar to the completed Lucentis trial 

ÅData anticipated in 2Q '12 
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Optina Regulatory Pathway 

ÅDME trial results anticipated in 2Q 2012 

ÅMid-2012: present data to FDA to discuss pivotal trial(s) design 

ïTraditional 505(b)2 approval pathway 

ïPrimary endpoint likely visual acuity, consistent with FDA guidance 

ÅIn parallel to US regulatory pathway, select a country to begin 
trials in EU 

ïBegin pivotal trial after discussions with EU regulatory body 

ïTrial design anticipated to be similar to US  

ïPrimary endpoint of OCT and secondary endpoint of Visual Acuity 
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Optina Patents 

ïUS, PCT and European patent applications for use protection 
have been filed 

 
ïFiled through PACE program in EU 

 
ïAccelerated review in the US 
 
ïNo prior art teaches these uses 
 
ïUnanticipated activity at low doses:  
ÅInhibit vascular permeability, including that occurring in macular edema 

and diabetic retinopathy 
ÅModulate cytoskeleton of endothelial cells 
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Product Overview: 

½ŜǊǘŀƴŜϰ 



Zertane Market Potential 

ÅPremature ejaculation (PE) is more common than erectile dysfunction (ED) 
and as many as 30% of men worldwide report having PE ς 40M patients in 
the US & Europe alone 

ÅGlobal sales for ED were ~$4B in 2010 ($2B ex-US) 

ÅhƴŜ ǇǊƻŘǳŎǘ Ƙŀǎ ōŜŜƴ ƭŀǳƴŎƘŜŘ ǘƻ ŘŀǘŜ ŦƻǊ t9Σ WϧWΩǎ tǊƛƭƛƎȅ 
Priligy (dapoxetine) Zertane (tramadol) 

Status Launched in 14 countries outside the US Phase III trials completed 

Pricing Prohibitively high Likely competitive with ED market pricing 

Marketing Janssen-Cilag, modest effort Via partners (Daewoong in Korea) 

Side Effect Profile Black box warnings about suicide ideation 
Well established at higher doses than 

62mg 

Efficacy 
Increased mean IELT EP over baseline by 

300-390% 
Increased median & mean IELT EP over 

baseline 237% & 407% 
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Zertane: Tramadol for the Treatment of Premature 
Ejaculation (PE)  

ÅTramadol is a centrally acting synthetic opioid analgesic that was originally approved 
for treating moderate to severe pain 

ïSafety record established during 30 years of human use 

ïThe maximum dosage per day for currently approved indications is 400 mg for 
oral use and 600 mg for parenteral use, well in excess of dosage tested in clinical 
trials of Zertane (62 mg) 

ÅConducted successful multi-center randomized, placebo-controlled Phase III clinical 
trials in Europe for Zertane 

ï62 + sites in 11 countries 

ï604 (ITT) patients 

ÅExcellent safety (no SAEs) 

ÅEfficacy endpoints (all statistical objectives achieved) 

ïIntravaginal Ejaculation Latency Time (IELT)  

ïPremature Ejaculation Profile Questionnaire (PEP) 
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Zertane Phase III Efficacy Results 

Placebo Zertane 
P value vs 
placebo 

Satisfaction with 
Sexual Intercourse 

0.56 0.93 0.004 

Control over 
ejaculation during 
sexual intercourse 

0.68 1.15 <0.001 

Ejaculation-related 
distress 

0.63 1.06 0.025 

Ejaculation-related 
interpersonal difficulty 

0.53 0.89 0.001 

Significant Increase In Median IELT 
Significant Improvements 

Measured By PEP Questionnaire 

2.75

4.07

fold increase in IELT, minutes

placebo 62mg

P=0.03 
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Zertane Market Strategy 

ÅActively being pursued by country- & region-specific 
partners  

ÅSigned first partnership deal with Daewoong of South 
Korea in Sept 2011 

ÅFirst regulatory submission ς to TGA in Australia, 
anticipated mid-2012 

ÅWill pursue U.S. approval in collaboration with a 
partner 

ÅCǳƴŘǎ ŦǊƻƳ ƭƛŎŜƴǎƛƴƎ ŘŜŀƭǎ Ƴŀȅ ƘŜƭǇ ŦǳƴŘ ŎƻƳǇŀƴȅΩǎ 
overall development pathway 
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