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Institutional OnlySafe Harbor Statement

Third-party industry and market information included herein has been obtained from sources believed to be reliable, but the accuracy or 

completeness of such information is not guaranteed by, has not been independently verified by, and should not be construed as a 

representation by, Paratek.  The information contained in this presentation is accurate only as of the date hereof. ñParatekòand the Paratek 

logo are trademarks and service marks of Paratek. All other trademarks, service marks, trade names, logos and brand names identified in 

this presentation are the property of their respective owners.

Certain statements in this presentation, including responses to questions, contain or may contain ñforward-looking statementsò within the 

meaning of the Private Securities Litigation Reform Act of 1995. Examples of such statements include, but are not limited to, statements 

about our strategy, future operations, prospects, plans, objectives of management, availability of data from our clinical studies, potential use 

of our product candidates, including Omadacycline and Sarecycline, the market acceptance of our product candidates, the strength of, and 

protection offered by, our intellectual property position, the potential clinical risks and efficacy of, and market opportunities for, our product 

candidates, the timing and stability of our supply chain, the timing of clinical development of, and regulatory approval for, our product 

candidates, and the nature and timing of our collaboration agreements with respect to our product candidates. The words ñanticipate,ò 

ñestimate,ò ñexpect,ò ñpotential,ò ñwill,ò ñprojectò and similar terms and phrases are used to identify forward-looking statements. These 

statements are based on current information and belief and are not guarantees of future performance. Our ability to predict results, 

financial or otherwise, or the actual effect of future plans or strategies, is inherently uncertain and actual results may differ from those 

predicted depending on a variety of factors. 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 or whether the forward-looking statements 

ultimately prove to be correct. Except as required by law, we undertake no obligation to publicly update any forward-looking statement, 

whether as a result of new information, future events or otherwise. Among the risks and uncertainties that could cause actual results to 

differ materially from those indicated by such forward-looking statements include: delays in clinical trials or unexpected results; the risk that 

data to date and trends may not be predictive of future results; the failure of collaborators to perform obligations under our collaboration 

agreements; our failure to obtain regulatory approval for our product candidates; if we obtain regulatory approval for our product 

candidates, the risk that the terms of such approval may limit how we manufacture and market our product candidates; delays in our supply 

chain, delays in undertaking or completing clinical trials; our products not gaining the anticipated acceptance in the marketplace or 

acceptance being delayed; our products not receiving reimbursement from healthcare payors; the effects of competition; our inability to 

protect our intellectual property and proprietary technology through patents and other means; the need for substantial additional funding to 

complete the development and commercialization of our product candidates; and the other risks described in the ñRisk Factorsòsection and 

elsewhere in our Annual Report on Form 10-K for the year ended December 31, 2016, and our other filings with the SEC. 
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Potential Blockbuster Antibiotic

Clear Registration Pathway

Promising Antibiotic Profile

Å Positive Phase 3 Data in Skin Infections; Oral Only Skin TLD ~Q2ô2017

Å Positive Phase 3 Data in Community Acquired Bacterial Pneumonia

Å Established Safety Profile in > 1,500 patients

Å SPA + QIDP + Fast Track

Å New Drug Application as early as 1Q 2018

Å EMA Application late 2018

Å If Approved, First New, Once-daily, Multi-indication, Oral Antibiotic 

in > 10Yrs

Å > $9 Billion Potential Addressable Market in U.S.*

Additional Potential Indications

Non-dilutive Funding Options

Å cUTI Phase 2 enrolling as early as Q4 2017

Å Plague and Anthrax

Å Lyme Disease, Prostatitis, Rickettsial Diseases

Å Omadacycline: U.S. Community + Ex-U.S. Commercial Rights

Å Sarecycline: Milestones, Royalties, and Ex-U.S. Rights Owned by PRTK

Investment Highlights
Potential Blockbuster Antibiotic to be Used in Both the Hospital and Community Settings

Capital Efficient 

Commercial Model

Å IV and Oral QD Formulations

Å Significant Value Proposition = Hospitalization Minimization

Å Hospital Promotion Without Branded Broad-spectrum Oral Competitors

(*)  Paratek estimates based on 2015 AMR data current treatment failure rates and a Zyvox 2015 pricing analogue 



4/18/20174

Experienced Senior Management Team

Michael F. Bigham

Chairman & CEO

Doug Pagán

Chief Financial Officer

Adam Woodrow

Chief Commercial Officer

Led Tygacil Commercialization

William Haskel

SVP, General Counsel &

Corporate Secretary 

Evan Loh, MD
President COO & CMO

Led Tygacil Development
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Potent New Class of Antibiotic: Aminomethylcyclines
Restoring Tetracycline Efficacy by Overcoming Resistance

9-Position Modification: 
Overcomes Ribosomal Protection

7-Position Modification: 
Overcomes Efflux Pump

OH O OH O

NH
2

O
O
H

OH
N

H H
R3

N

R2

R1

OH O OH O

NH
2

O
O
H

OH
N

H H
R3

N

R2

R1



4/18/20176

Late Phase 3 Development Pipeline
Two NDA-Ready Assets

Research Preclinical Phase 1 Phase 2 Phase 3 NDA Commercial Rights

Omadacycline

Sarecycline

(U.S.)

(ex-U.S.)

(Global)

cUTI (Oral & IV) ïQIDP

ABSSSI (Oral & IV) ïQIDP + SPA

ABSSSI (Oral only ) ïQIDP

CABP (Oral & IV) ïQIDP + SPA

Inflammatory Acne

Positive Studies
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Omadacycline Clinical Update
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FDA Primary Endpoint

ï Early Clinical Response: > 20% reduction in lesion size 48 to 72 hours after first dose of 

study drug in the modified Intent to Treat (mITT) population 

EMA Co-Primary Endpoints

ï Clinical response at post treatment evaluation (PTE) in the mITT population

ï Clinical response at post treatment evaluation (PTE) in the clinically evaluable (CE) 

population

Completed Phase 3 ABSSSI Study Design
SPA Approved: IV to Once-Daily Oral

d2-3

FDA - Early Clinical 

Response (48-72H)

d7 to d14

End of

Treatment

d1

Omadacycline

IV

Omadacycline

IV or Oral

Linezolid

IV

Linezolid 

IV or Oral

ABSSSI
645 treated  

subjects(1)

7-14d after last treatment day 

EMA - Post-Treatment 

Evaluation

(1) 655 Randomized Subjects, 10 subjects were randomized, but never treated
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Omadacycline OASIS Study 
Achieved Primary Efficacy Endpoints for Both FDA and EMA
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FDA Primary Endpoint

Omadacycline  

Linezolid
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Completed Phase 3 CABP Study Design
SPA Approved:  IV to Once-Daily Oral

FDA Primary Endpoint  (PORT Risk II, III, and IV)

ï Intent-to-Treat (ITT) Population (n=774): Early Clinical Response = improvement in > 2 of 4 

subject symptoms 72 to 120 hours after first dose of study drug without receipt of an antibiotic

EMA Co-Primary Endpoints (PORT Risk III and IV)

ï ITT Population (n=685):  Clinical Success = Resolution of infection signs and symptoms at PTE

ï Clinically Evaluable (CE) Population (n=669):  Clinical Success = Clinical response at PTE

Omadacycline

IV

Omadacycline

IV/Oral

Moxifloxacin

IV
Moxifloxacin

IV/Oral

d1 d7 to d14

End of

Treatment

(EOT)

CABP
N= 774

patients

d3 to d5

FDA - Early Clinical 

Response (ECR)

d5 to d10 after last treatment day 

EMA - Post-Treatment 

Evaluation (PTE)



4/18/201711

Omadacycline OPTIC Study
Achieved Primary Efficacy Endpoints for Both FDA and EMA

FDA Primary Endpoint
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Delta (95% CI)

-1.6 (-7.1, 3.8)

Clinical Success at PTE - ITT Clinical Success at PTE - CE-PTE

Delta (97.5% CI)

+3.3 (-2.7, 9.3)

Delta (97.5% CI)

+2.0 (-3.2, 7.4)

EMA Co - Primary Endpoints
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Clinical Success at PTE by Baseline Pathogen*
Broad Representation of Pathogens Associated with CABP

Omadacycline

(N=204)

Moxifloxacin

(N=182)

Baseline Pathogen N

Clinical Success

n (%) N

Clinical Success

n (%)

Atypical Pathogens 118 109 ( 92.4) 106 97 ( 91.5)

Mycoplasma pneumoniae 70 66 ( 94.3) 57 50 ( 87.7)

Chlamydophila pneumoniae 28 25 ( 89.3) 28 25 ( 89.3)

Legionella pneumophila 37 35 ( 94.6) 37 36 ( 97.3)

Gram-Negative Bacteria (aerobes) 79 67 ( 84.8) 68 55 ( 80.9)

Haemophilus influenzae 32 26 ( 81.3) 16 16 (100.0)

Haemophilus parainfluenzae 18 15 ( 83.3) 17 13 ( 76.5)

Klebsiella pneumoniae 13 10 ( 76.9) 13 11 ( 84.6)

Gram-Positive Bacteria (aerobes) 61 52 ( 85.2) 56 49 ( 87.5)

Streptococcus pneumoniae 43 37 ( 86.0) 34 31 ( 91.2)

PSSP 26 23 ( 88.5) 22 21 ( 95.5)

Macrolide Resistant 10 10 (100.0) 5 5 (100.0)

Staphylococcus aureus 11 8 ( 72.7) 11 9 ( 81.8)

*10 or More Isolates for Omadacycline
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Adverse Event Table (Ó 3%) in the OASIS and OPTIC Studies
Omadacycline Observed to Be Generally Safe and Well Tolerated

Omadacycline

(N=323)

n (%)

Linezolid 

(N=322)

n (%)

Subjects with 

any TEAE
156 (48.3) 147 (45.7)

Nausea 40 (12.4) 32 (9.9)

Infusion site 

extravasation a
28 (8.7) 19 (5.9)

Subcutaneous abscess 17 (5.3) 19 (5.9)

Vomiting 17 (5.3) 16 (5.0)

Cellulitis 15 (4.6) 15 (4.7)

Headache 10 (3.1) 13 (4.0)

ALT increased 9 (2.8) 14 (4.3)

AST increased 8 (2.5) 12 (3.7)

Diarrhea 7 (2.2) 10 (3.1)

Hypertension 6 (1.9) 4 (1.2)

a Events were reported as IV site infiltration, typically due to difficulty in finding reliable venous access sites.  All 

events were mild. 

Among these subjects, 79% in each treatment group had ABSSSI considered related to intravenous drug use.

OASIS Study (ABSSSI)
Omadacycline

(N=382)

n (%)

Moxifloxacin 

(N=388)

n (%)

Subjects with 

any TEAE
157 (41.1) 188 (48.5)

Nausea 9 (2.4) 21 (5.4)

Infusion site related 

events
4 (1.0) 9 (2.3)

Subcutaneous abscess 0 0

Vomiting 10 (2.6) 6 (1.5)

Cellulitis 1 (0.3) 0

Headache 8 (2.1) 5 (1.3)

ALT increased 14 (3.7) 18 (4.6)

AST increased 8 (2.1) 14 (3.6)

Diarrhea 4 (1.0) 31 (8.0)

Hypertension 13 (3.4) 11 (2.8)

OPTIC Study (CABP)
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(1) Thorough QTc study
(2) Wilcox ECCMID 2016   

No known metabolites

No CYP interactions identified

No anticipated monitoring

No dosage modifications anticipated in hepatic or renal impairment

No hERG channel effects (TQTc(1) study completed at 3x therapeutic exposures)

No known DDI effects identified

Low propensity to induce C.diff(2)

Omadacycline Safety and Convenience Features
True Once-Daily Dosing with Minimal Risk Observed for C. Difficile Enterocolitis
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Need for New Broad Spectrum Oral Antibiotics in ABSSSI
High Resistance Rates to Generic Oral Antibiotics that are no longer ñBroad Spectrumò

Resistance rates to generic oral broad spectrum antibiotics used for 

community ABSSSI

Common ABSSSI 

pathogens >80%

of all infections(2)

TMP/SMX(4) Tetracycline(3) Clindamycin(3) Amoxicillin-

Clavulanic 

Acid(4)

Levofloxacin(3)

Staphylococcus

aureus

2.3% 3.6% 15.0% 42.3% 36.5%

MRSA 4.3% 4.7% 28.5% 100% 69.3%

B-hemolytic 

Streptococcus

NA1 43.6% 18.6% 0% 0.3%

(1) B-hemolytic strep are not tested with TMP/SMX and it is presumed they would be at least 25% resistant.  All other strep combined, resistance rate is 35% JMI Surveillance 2010, data on file
(2) Clin Infect Dis. 2010 Sep 15;51(6):641-50. doi: 10.1086/655827
(3) JMI surveillance 2016, data on file
(4)  JMI Surveillance 2010, data on file 
(5) Rising U.S. Hospital Admissions for Gram+ Acute Bacterial Skin and Skin Structure Infections (Absssi) A. Khachatryan, MPH; D. Patel, PhD; J. Stephens, PharmD, BCPS; K. Johnson, 

PharmD; A. Patel, MS; K. Kaye, MD

17.3% Increase in Hospital Admission Rates from 2005 to 2011(5)
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FDA Primary Endpoint

ï Early Clinical Response: > 20% reduction in lesion size 48 to 72 hours after first dose of 

study drug in the modified Intent to Treat (mITT) population

EMA Co-Primary Endpoints

ï Clinical response at post treatment evaluation (PTE) in mITT population

ï Clinical response at post treatment evaluation (PTE) in clinically evaluable (CE) population

Ongoing Oral-Only Skin Study:
Data Expected Q2: Strengthens Path to EU Approval 

ABSSSI
~704 patients

Omadacycline

Once-Daily Oral

Linezolid 

Twice-Daily Oral

d2-3

FDA - Early Clinical 

Response (48-72H)

d7 to d14

End of Treatment

d1 7-14d  after last treatment day 

EMA - Post-Treatment 

Evaluation
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Completed Omadacycline Phase 1b UTI Study
Imminent Need to Replace Quinolones

Group 1 (n=10)
Dose 200 mg IV Day 1

Dose 300 Oral q24h 

Days 2-5

Screening 
όҖ пу ƘƻǳǊǎ ǇǊƛƻǊ 
to randomization)

End of 
Treatment

(Day 6)

Post 
Treatment 
Evaluation

Follow-Up
Group 2 (n=10)

Dose 300 mg Oral q12h Day 1

Dose 300 mg Oral q24h Days 2-5

Group 3 (n=11)
Dose 450 mg Oral q12h Day 1

Dose 450 mg Oral q24h Days 2-5

5 ς9 Days Post
Last Dose

30 ς37 Days 
Post  First Dose

Serial Blood and Urine Samples Collected for Pharmacokinetic (PK)
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High Concentrations of Omadacycline in Urine
Supports Development for a cUTI Indication

Day  5Day  1

Likely Next Steps for cUTI Development:
Å Phase 2 study

Å Pyelonephritis

Å Enrollment starting as early as 4Q 2017


