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Item 2.02 Results of Operations and Financial Condition.

On November 10, 2014, Recro Pharma, Inc. (the “Company”) issued a press release announcing its financial results for the third quarter
ended September 30, 2014. A copy of the press release is furnished as Exhibit 99.1 to this Current Report on Form 8-K.

The information furnished pursuant to this Item 2.02, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the
Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, and shall not be
deemed to be incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as
expressly set forth by specific reference in such filing.

 
Item 8.01 Other Events.

On November 10, 2014, the Company updated information reflected in a slide presentation, which is attached as Exhibit 99.2 to this
Current Report on Form 8-K. Representatives of the Company will use the updated presentation in various meetings with investors from
time to time.

 
Item 9.01 Financial Statements and Exhibits.
 

(d) Exhibits

The following exhibit is filed herewith:
 

99.1  Press release, dated November 10, 2014

99.2  Presentation Slides
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Exhibit 99.1

Recro Pharma Reports Third Quarter 2014 Financial Results

Commenced Post Op Day 1 Phase II Clinical Trial of Dex-IN;
Top Line Data Expected Mid 2015

MALVERN, PA, November 10, 2014 — Recro Pharma, Inc. (Nasdaq: REPH), a clinical stage specialty pharmaceutical company
developing non-opioid therapeutics for the treatment of pain, initially for acute pain following surgery, today reported financial results for
the third quarter ended September 30, 2014.

“We ended the third quarter with approximately $24 million of cash and cash equivalents, which we believe is sufficient to fund our
operations through the end of 2015, well beyond the expected mid 2015 top-line data readout for the recently initiated Post Op Day 1 Phase
II trial with our lead candidate Dex-IN,” said Gerri Henwood, Recro Pharma’s President and Chief Executive Officer. “An interim analysis
for sample size adjustment is planned and will take place when approximately half of the evaluable patients have been enrolled. If
approved, Dex-IN would be the first and only acute pain drug in its class and could provide an attractive, non-opioid, non-addictive
alternative for patients experiencing acute pain following surgery. We look forward to updating you on the progress of the new trial.”

After an interim analysis in September 2014, Recro Pharma closed its Post Op Day 0 Phase II clinical trial (REC-13-012) of Dex-IN in the
treatment of acute post-operative pain following bunionectomy surgery. While the trial was not expected to reach statistical significance, a
trend toward analgesia was observed in a subset of patients. Following analysis of the data from this trial and input from the Company’s
advisors, Recro Pharma believes that, rather than being used for therapeutic intervention at Day 0 when pain is rapidly escalating, Dex-IN
treatment starting on Day 1 will be a more effective pain regimen.

In October 2014, the Company commenced a Post Op Day 1 Phase II clinical trial of Dex-IN in the treatment of acute post-operative pain
following bunionectomy surgery. The Post Op Day 1 trial is a Phase II randomized, multicenter, double-blind, placebo-controlled study to
evaluate the efficacy and safety of Recro Pharma’s proprietary intranasal formulation of dexmedetomidine, Dex-IN, in adult subjects
undergoing bunionectomy surgery, starting dosing of study medication on post-operative Day 1. The trial is expected to enroll
approximately 200-250 subjects.

Third Quarter Financial Results

As of September 30, 2014, Recro Pharma had cash and cash equivalents of $23.9 million. Recro Pharma believes its current cash and cash
equivalents are sufficient to fund operations through the end of 2015.

For the three months ended September 30, 2014, Recro Pharma reported a net loss applicable to common shareholders of $4.7 million, or
$0.61 per share, compared to a net loss applicable to common shareholders of $0.6 million, or $3.95 per share, for the comparable period in
2013. The third quarter of 2013 includes accretion of Recro Pharma’s redeemable convertible preferred stock. For the nine months ended
September 30, 2014, Recro Pharma reported a net loss applicable to common shareholders of $13.9 million, or $2.42 per share, compared
to a net loss applicable to common shareholders of $1.9 million, or $12.22 per share, for the comparable period in 2013. The nine months
ended September 30, 2014 includes a $4.1 million non-cash beneficial conversion charge related to the conversion of the Company’s 8%
Convertible Promissory Notes upon the closing of the Company’s initial public offering in March 2014.

Research and development expenses for the three months ended September 30, 2014, were $3.6 million, compared to $0.1 million for the
same period in 2013. The increase was primarily due to the Company’s Post Op Day 0 Phase II clinical trial and associated manufacturing
expenses, short-term preclinical studies and management’s salaries and benefits which commenced with becoming a public company.
Research and development expenses for the nine months ended September 30, 2014, were $5.6 million, compared to $0.5 million for the
same period in 2013.



General and administrative expenses for the three months ended September 30, 2014, were $1.1 million, compared to $0.2 million for the
same period in 2013. The increase was primarily due to management’s salaries, benefits and stock-based compensation; increased
consulting, legal and accounting fees and increased directors and officers insurance associated with becoming a public company. General
and administrative expenses for the nine months ended September 30, 2014, were $2.8 million, compared to $0.5 million for the same
period in 2013.

Interest expense for the third quarter of 2013 was $221,000 on our 8% Convertible Promissory Notes, which were converted to common
stock in March 2014 upon the closing of our initial public offering. For the nine months ended September 30, 2014, interest expense was
$4.3 million, which included a non-cash interest charge of approximately $4.1 million for the conversion of the 8% Convertible Promissory
Notes to common stock.

About Recro Pharma, Inc.

Recro Pharma is a clinical stage specialty pharmaceutical company developing non-opioid therapeutics for the treatment of pain, initially
for acute pain following surgery. Recro Pharma’s lead product candidate, Dex-IN, is a proprietary intranasal formulation of
dexmedetomidine and has completed multiple clinical trials in which Dex-IN was well tolerated. As Recro Pharma’s product candidates are
not in the opioid class of drugs, the Company believes its candidates would avoid many of the side effects associated with commonly
prescribed opioid therapeutics, such as addiction, constipation and respiratory distress while maintaining analgesic effect. If approved,
Dex-IN would be the first and only approved acute pain drug in its class.

Cautionary Statement Regarding Forward Looking Statements

This press release contains forward-looking statements that involve risks and uncertainties. Such forward-looking statements reflect Recro
Pharma’s expectations about its future operating results, performance and opportunities that involve substantial risks and uncertainties.
When used herein, the words “anticipate,” “believe,” “estimate,” “upcoming,” “plan,” “target”, “intend” and “expect” and similar
expressions, as they relate to Recro Pharma or its management, are intended to identify such forward-looking statements. These forward-
looking statements are based on information available to Recro Pharma as of the date of this press release and are subject to a number of
risks, uncertainties, and other factors that could cause Recro Pharma’s actual results, performance, prospects, and opportunities to differ
materially from those expressed in, or implied by, these forward-looking statements. Recro Pharma assumes no obligation to update any
such forward-looking statements. Factors that could cause Recro Pharma’s actual results to materially differ from those expressed in the
forward-looking statements set forth in this press release include, without limitation: the results and timing of the clinical trials of Dex-IN
and any future clinical and preclinical studies; the ability to obtain and maintain regulatory approval of product candidates, and the labeling
under any such approval; regulatory developments in the United States and foreign countries; the Company’s ability to raise future
financing for continued development; the performance of third-party suppliers and manufacturers; the Company’s ability to obtain,
maintain and successfully enforce adequate patent and other intellectual property protection; the successful commercialization of the
Company’s product candidates; and the successful implementation of the Company’s strategy. In addition, the forward-looking statements
in this press release should be considered together with the risks and uncertainties that may affect Recro Pharma’s business and future
results included in Recro Pharma’s filings with the Securities and Exchange Commission at www.sec.gov.



RECRO PHARMA, INC.

Balance Sheets

(unaudited)
 
   September 30, 2014  December 31, 2013 

Assets    
Current assets:    

Cash and cash equivalents   $ 23,904,128   $ 12,828  
Other receivables    86,833    38,418  
Prepaid expenses    133,694    15,689  
Deferred offering costs    —      784,177  

  

Total current assets    24,124,655    851,112  
  

Total assets   $ 24,124,655   $ 851,112  
  

Liabilities and Shareholders’ Equity (Deficit)    
Current liabilities:    

Convertible notes payable   $ —     $ 11,907,198  
Accounts payable    682,187    434,244  
Accrued expenses    1,236,171    589,532  

  

Total current liabilities    1,918,358    12,930,974  
  

Total liabilities    1,918,358    12,930,974  
  

Series A redeemable convertible preferred stock, $0.01 par value.    
Authorized, 2,000,000 shares, issued and outstanding, 2,000,000 shares    —      5,880,037  

  

Shareholders’ equity (deficit):    

Preferred stock, $0.01 par value. Authorized, 10,000,000 shares; none issued and
outstanding.    —      —    

Common stock, $0.01 par value. Authorized, 50,000,000 shares, issued and
outstanding, 7,707,600 shares at September 30, 2014 and 155,600 shares at
December 31, 2013    77,076    1,556  

Additional paid-in-capital    52,744,017    —    
Accumulated deficit    (30,614,796)   (17,961,455) 

  

Total shareholders’ equity (deficit)    22,206,297    (17,959,899) 
  

Total liabilities and shareholders’ equity (deficit)   $ 24,124,655   $ 851,112  
  



RECRO PHARMA, INC.

Statements of Operations

(unaudited)
 

   
Three Months Ended

September 30,   
Nine Months Ended

September 30,  
   2014   2013   2014   2013  
Operating expenses:      

Research and development   $ 3,633,712   $ 122,469   $ 5,619,289   $ 481,736  
General and administrative    1,084,407    160,855    2,768,260    455,970  

  

Total operating expenses    4,718,119    283,324    8,387,549    937,706  
  

Other income (expense):      
Interest income    4,635    21    7,127    41  
Interest expense    —      (220,578)   (4,272,919)   (636,339) 

  

   4,635    (220,557)   (4,265,792)   (636,298) 
  

Net loss    (4,713,484)   (503,881)   (12,653,341)   (1,574,004) 

Accretion of redeemable convertible preferred stock and deemed dividend    —      (110,218)   (1,270,057)   (327,091) 
  

Net loss applicable to common shareholders   $(4,713,484)  $(614,099)   (13,923,398)   (1,901,095) 
  

Basic and diluted net loss per common share   $ (0.61)  $ (3.95)  $ (2.42)  $ (12.22) 
  

Weighted average basic and diluted common shares outstanding    7,707,600    155,600    5,743,527    155,600  

Unaudited pro forma net loss     $ (8,380,422)  
  

Unaudited pro forma net loss per share (1)     $ (1.27)  
  

Unaudited pro forma weighted average basic and diluted common shares
outstanding (1)      6,576,461   

  

 
(1) Assumes the conversion of all outstanding shares of convertible preferred stock and convertible promissory notes into shares of

common stock as of the beginning of the period or the date of issuance and related adjustment to eliminate interest expense on the
convertible promissory notes and accretion of deemed dividends on the preferred stock.



CONTACT: Recro Pharma, Inc.
Charles T. Garner
Chief Financial Officer
(484) 395-2425

Media and Investors:

Argot Partners
Susan Kim
(212) 600-1902
susan@argotpartners.com



Relieving Pain….Improving Lives

Exhibit 99.2



Special Note Regarding Forward-Looking
Statements

2

This presentation includes forward-looking statements within the meaning of Section
27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act of
1934.  These statements, among other things, relate to our business strategy, goals
and expectations concerning our product candidates, future operations, prospects,
plans and objectives of management.  The words "anticipate", "believe", "could",
"estimate", "expect", "intend", "may", "plan", "predict", "project", "will" and similar terms
and phrases are used to identify forward-looking statements in this presentation.  Our
operations involve risks and uncertainties, many of which are outside our control, and
any one of which, or a combination of which, could materially affect our results of
operations and whether the forward-looking statements ultimately prove to be correct.
These forward-looking statements should be considered together with the risks and
uncertainties that may affect our business and future results included in our filings
with the Securities and Exchange Commission at www.sec.gov.  These forward-
looking statements are based on information currently available to us, and we assume
no obligation to update any forward-looking statements except as required by
applicable law.



Company Highlights
• Dex-IN – intranasal, non-opioid in Phase II for acute

pain following surgery - significant market opp’y

• Multiple clinical studies demonstrate analgesic
effect, fast onset of action and well tolerated

• Phase II post op pain trial ongoing – Day 1 dosing

• Multiple clinical and regulatory milestones over next
few years

• Experienced team with significant development,
regulatory and commercial experience

3



Experienced Management and Board

4

• Gerri Henwood – President and CEO
Founded Auxilium Pharmaceuticals (AUXL,
NASDAQ) and IBAH (former NASDAQ Co. –
acquired 1998); GSK

• Chuck Garner – CFO, CBO and Treasurer
Over 14 years of life sciences investment
banking experience –Deutsche Bank, Burrill &
Co., Inverness Advisors; PwC

• Randy Mack – SVP, Development
Over 20 years of clinical development
experience – Adolor, Auxilium, Abbott Labs
and Harris Labs

Board of Directors
Wayne B. Weisman – Chairman
SCP VitaLife Partners

Winston J. Churchill
SCP VitaLife Partners

Gerri Henwood – CEO

William L. Ashton
Harrison Consulting Group; frmly Amgen

Abraham Ludomirski, M.D.
SCP VitaLife Partners

Alfred Altomari
CEO, Agile Therapeutics

Michael Berelowitz
Former SVP, Specialty Care Business
Unit, Pfizer



Clinical Stage Pipeline
Product PC I II III Rights
Dexmedetomidine (“Dex”) WW, exc. Europe, Turkey, CIS*

Dex- IN (intranasal)

Acute post-operative pain

Cancer breakthrough pain

Dex-SL (sublingual)

Transdermal

Fadolmidine (“Fado”) WW, exc. Europe, Turkey, CIS*

Intrathecal

Post-operative pain

Topical

Neuropathic pain

5

* CIS currently includes Armenia, Azerbaijan, Belarus, Georgia, Kazakhstan, Kyrgyzstan, Moldova, Russia,
Tajikistan, Turkmenistan, Ukraine, and Uzebekistan.



Post Op Pain Market Underserved

6

• $5.9 billion market (1)

• Predominantly opioid
use

• Significant side effects /
issues associated with
opioids

• Dearth of non-opioid
drugs in development

Inpatient procedures
Total procedures (2009) 47.9M

Addressable >25M

Ambulatory procedures
Total procedures (2006) 53.3M

Addressable >25M

Note: Addressable includes procedures expected to
utilize pain medication.

Source: National Center for Health Statistics and
management estimates.

(1) GBI Research, 2010 sales.



Limited Pain Relief Options for Patients

7

Pain
Severity Class Compounds Advantages Disadvantages

Mild

Acetaminophen Antipyretic properties;
Oral; no opioid AEs

Only effective for mild pain

NSAIDs Ketorolac,
ibuprofen, aspirin

Mild to moderate
analgesia; oral; no
opioid AEs

Bleeding risk; GI and renal
complications

Moderate Sodium channel
blockers

Bupivacaine,
lidocaine

Use directly at pain
site; mostly peri-
operative

Limited duration of action; some are
concerned  about local tissue impact

Moderate to
Severe

Alpha 2 agonists Dexmedetomidine
(Recro Pharma)

Good pain relief;
anxiolytic properties;
no respiratory
depression, impaired GI
or addictive properties

In development – potential for first in
class to be approved for post-
operative pain

Opioids
Morphine,
hydrocodone,
oxycodone, fentanyl

Good pain relief

Respiratory depression, impaired GI
motility after even one dose;
frequent nausea and vomiting;
abuse/addiction potential

Note: Pain severity based upon market research / physician feedback



Dexmedetomidine (“Dex”)



Dex Has Demonstrated Analgesia & Safety
• Alpha 2 agonist (non-opioid)

– Injectable form (Precedex) marketed by Hospira in US as sedative

– Multiple studies demonstrating analgesia of alpha 2 agonists

• Intranasal formulation in clinical development for acute pain
– In-licensed non-IV rights from Orion
– Worldwide rights except Europe, Turkey, and CIS

• Multiple studies demonstrate Dex pain relief and safe profile
– Including our completed placebo controlled trials

• Expect strong IP position
– Pending IP coverage could run through 2030

• Expect to file 505(b)(2) NDA shortly after completion of Ph III

9



Dex Efficacy and Safety in Multiple Studies

10

Beneficial effects Source

Approved sedative and safe profile NDA filing / pivotal trials -
Abbott/Hospira, Orion

Morphine sparing NDA studies plus Literature

Analgesia by IV route Chan, 2010; Grosu, 2010; Lin, 2009, Arain,
2010

Demonstration of pain relief (VAS) Placebo controlled trials; L. Webster, MD
(Utah) CLBP study (Recro sponsored)

Positive PK/PD plasma levels
demonstrating analgesic potential Clinical trials run by Recro

Relieves morphine “Max”
(‘hyperalgesia’) University of Minnesota; M. Belgrade, MD



Significant Advantages Over Opioids
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Dex Fast-acting Opioids

Non-opioid (Not controlled substance) Opioid - DEA scheduled product

No habituation effects Addictive

Does not cause respiratory depression Respiratory depression

Not associated with constipation,
nausea, or vomiting

Unwanted side-effects of constipation,
nausea and vomiting

Enhances morphine effectiveness
without morphine dose increase Additive effect requires higher dose

More cognitively intact Frequently “Foggy”/ may be confused

Anxiolytic properties Not anxiolytic

Effective Analgesic Effective Analgesic



Dex Has Been Well Studied by Recro

12

• Evaluated proprietary formulations of Dex in 9 trials

Trial Form Design Outcome
REC-13-012 Dex-IN Acute pain following

bunionectomy surgery
(n=85 evaluable)

Within a subset of patients (n=42), with
baseline pain intensity of 6 or below,
there was a trend towards analgesia in
50 mcg and reduced opioid use versus
placebo

REC-11-010 Dex-IN Chronic lower back
pain POC study (n=24)

Statistically significant pain relief within
30 minutes demonstrated in placebo
controlled trial –single use device

REC-09-003 Dex-SL Chronic lower back
pain POC study (n=21)

Statistically significant reduction in pain
intensity demonstrated in placebo
controlled trial

REC-11-008 Dex-IN Multi-dose PK study
(n=12)

Safety & tolerability of IN dosage form



Dex-IN Study REC-13-012
(US placebo controlled trial)
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• Phase II bunionectomy study in approx. 150-200 pts

• Three dosing groups –50 mcg, 35 mcg and placebo

• Preplanned interim analysis

– Randomized, placebo controlled study
• Primary endpoint – summed pain intensity difference (SPID) over 48 hours

• Rescue therapy allowed

• Post Op Day 0 dosing

– Scheduled after half of patients enrolled

– Allowed for possible sample size adjustment

– 85 pts evaluable in interim analysis – approx. 28 pts per group



Results of Phase II Interim Analysis
• Analgesia and opioid reduction seen in subset of

patients
– Patients with baseline pain score equal to 6 or lower

– Approximately half of patients enrolled

• However, trial was not expected to reach statistical
significance with current design
– Post Op Day 0 dosing

• Revised trial design – Post Op Day 1 dosing
– Stable / declining pain trajectory

14



Summary of Key Safety Data – No SAEs

Event Dex-IN 50 mcg arm Placebo arm

Drowsiness 17 (53%) 17 (53%)

Nausea 8 (25%) 14 (44%)
Vomiting 2 (6%) 6 (19%)

Dizziness 3 (9%) 5 (16%)

Nasal Irritation 2 (6%) 3 (9%)

Epistaxis 2 (6%) 3 (9%)

15

• 4 patients discontinued due to symptomatic hypotension (3 in
50 mcg arm, 1 in 35 mcg), 1 due to fever (35 mcg) and 1 due to
nausea and vomiting (placebo)

• Adverse event of asymptomatic “BP decrease”in 10 Dex-IN
patients (6 in 50 mcg arm)

• 1 patient in 50 mcg arm and 2 patients in placebo arm had heart
rate below 50 bpm and notable change from baseline



Select Opioid Clinical Trials Side Effects

Source:  Stegmann et. al. (2008). The efficacy and tolerability of multiple-dose tapentadol immediate release
for the relief of acute pain following orthopedic (bunionectomy) surgery. Current Medical Research and Opinion

Placebo
Tapentadol IR

50mg
Tapentadol IR

100mg
Oxycodone IR

10mg

Event n = 67 n = 67 n = 68 n = 67
Nausea 17.9% 46.3% 66.2% 71.6%
Dizziness 14.9% 32.8% 64.7% 56.7%

Somnolence 7.5% 28.4% 36.8% 26.9%
Vomiting 1.5% 16.4% 35.3% 38.8%

Headache 10.4% 17.9% 22.1% 20.9%
Pruritus generalized 0.0% 7.5% 13.2% 10.4%
Hyperhidrosis 1.5% 6.0% 8.8% 10.4%

Constipation 1.5% 6.0% 7.4% 17.9%
Pruritus 3.0% 7.5% 7.4% 11.9%

Feeling Hot 4.5% 7.5% 2.9% 10.4%

16



Dex-IN Next Steps – REC-14-013
(US placebo controlled trial)

• Phase II bunionectomy study in approx. 200 – 250pts

• Post Op Day 1 dosing (previous trial Post Op Day 0)

• Interim analysis for sample size adjustment planned

• Top line results expected mid 2015

17

– Randomized, placebo controlled study

– Primary endpoint – SPID over 48 hours

– Rescue therapy allowed

– Pain trajectory stable / declining

– approximately half of the evaluable patients enrolled



Dex-IN Study REC-11-010
(US placebo controlled POC trial)

• 24 chronic lower back pain (CLBP) patients
– Chronic opioid users & non-opioid users

• PBO controlled, cross-over to evaluate:
– Analgesia – Standard VAS for Pain Intensity and Pain Relief at multiple

timepoints
– Safety – Adverse Events, Vital Signs, Sedation

• Single doses in a 3-way cross-over
– PBO
– Dex-IN 25 µg
– Dex-IN 50 µg

• Pain intensity measurements focused on 1 hour with
patients monitored for up to 24 hours

18



Fast Onset Of and Prolonged Action
(Clinical trial REC-11-010 – Dex-IN pharmacokinetics)

Note: Administered with single unit device 19



Statistically Significant Pain Relief
(Dex-IN – REC-11-010)

Scale: 0 = No Relief, 4 = Complete Relief

* p < 0.05
** p < 0.01 20



Significant Pain Relief Over Time
(Dex-IN – REC-11-010 – Summed Pain Intensity Difference)

* p < 0.05
21



Dex-IN Well Tolerated
(Clinical trial REC-11-010 -Adverse events†)

Placebo
(n=24)

DEX-IN 25 µg 
(n=24)

DEX-IN 50 µg 
(n=24)

Dry Mouth - 2 2
Nausea 1 3 5
Vomiting - 1 2
Feeling Abnormal - 2 3
BP Decrease - - 2
Dizziness 4 5 10
Headache 1 4 4
Paraesthesia - - 2
Sinus Headache - 2 1
Somnolence - 6 18
Nasal Congestion - - 2
Nasal Discomfort - 1 3
Hypotension - 4 7

†Reported by more than one subject

22



Dex-IN Repeat Dosing Well Tolerated
(Clinical trial REC-11-008)

• 7 consecutive doses of 35 mcg Dex-IN every 6 hours

• Evaluated heart rate, blood pressure and BP upon
standing every 5 minutes for two hours after dosing

– Transient effect after initial dosing

• None of the above effects categorized by
investigators as AEs

23



Well Tolerated Profile – Repeated Dosing
(Study REC-11-008 – 35 mcg Dex-IN formulation)

Period 1
n = 12

Period 2
n = 10

Term D1 D2 D1 D2 D3 D4 D5 D6 D7 Total
7am 1pm 7am 1pm 7pm 1am 7am 1pm 7pm

Back Pain - - - - 1 - - - 1 1
Muscle Spasms - - - - - - - - - 1

Dizziness - 1 2 - - - - - - 3
Headache - - - 1 - - - - - 1
Anxiety - - 1 - - - - - - 1

Nasal Discomfort - 3 - 5 - - - - - 6
Nasal Dryness - 1 - 2 - - - - - 3
Rhinalgia - - - - 1 - - - - 1

Rinorrhea - 1 - - - - - - - 1

Number of Subjects

24



Fadolmidine (“Fado”)



Fado Effective in Phase II for Pain Relief
• Alpha 2 agonist

– more potent at the alpha 2c receptor than Dex

– >20 fold less potent at the alpha 1b receptor than clonidine

• Fado has demonstrated analgesia in multiple animal models

• Positive Phase II analgesia study in bunionectomy patients
– Intrathecal route of administration

• Formulation work underway for topical prototype
– Potential in regional neuropathies

• WW rights to all human uses except Europe, Turkey and CIS

• NCE patent  w/ expected extension to 2021 / pursuing add’l IP

26



Corporate Overview



Intellectual Property
• Dex applications for methods for treating/preventing

pain through intranasal, sublingual and transdermal
formulations without sedation

• Dex composition of oral transmucosal (SL)
formulation and dispensing devices

• Fado IP in-licensed from Orion
– Composition of matter
– Method of administration for analgesia
– Treatment and prevention of hypotension and shock

• Regulatory exclusivity
– 505(b)(2) – 3 years (Dex-IN, Dex-SL)
– 505(b)(1) – NCE, 5 years (Fado)

28



Company Highlights
• Dex-IN – intranasal, non-opioid in Phase II for acute

pain following surgery - significant market opp’y

• Multiple clinical studies demonstrate analgesic
effect, fast onset of action and well tolerated

• Phase II post op pain trial ongoing – Day 1 dosing

• Multiple clinical and regulatory milestones over next
few years

• Experienced team with significant development,
regulatory and commercial experience
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