
   

JOINING FORCES TO CREATE A LEADING  

COMMERCIAL-STAGE COMPANY  

Focused on Anti-Infectives 

 
September 2017 



   
Certain statements in this communication regarding the proposed merger and other contemplated transactions (including statements relating to satisfaction of the conditions to and 

consummation of the proposed merger, the expected ownership of the combined company and the alternatives to the proposed merger) constitute “forward-looking statements” 

within the meaning of Section 27A of the Securities Act and Section 21E of the Securities Exchange Act and are usually identified by the use of words such as “anticipates,” 

“believes,” “estimates,” “expects,” “intends,” “may,” “plans,” “projects,” “seeks,” “should,” “will,” and variations of such words or similar expressions. We intend these forward-looking 

statements to be covered by the safe harbor provisions for forward-looking statements contained in Section 27A of the Securities Act and Section 21E of the Securities Exchange Act 

and are making this statement for purposes of complying with those safe harbor provisions. These forward-looking statements reflect our current views about our plans, intentions, 

expectations, strategies and prospects, which are based on the information currently available to us and on assumptions we have made. Although we believe that our plans, 

intentions, expectations, strategies and prospects as reflected in or suggested by those forward-looking statements are reasonable, we can give no assurance that the plans, 

intentions, expectations or strategies will be attained or achieved. Furthermore, actual results may differ materially from those described in the forward-looking statements and will be 

affected by a variety of risks and factors that are beyond our control.    

Risks and uncertainties for Cempra and Melinta and of the combined company include, but are not limited to: inability to  complete the proposed merger and other contemplated 

transactions; liquidity and trading market for shares prior to and following the consummation of the proposed merger; costs and potential litigation associated with the proposed 

merger; failure or delay in obtaining required approvals by the SEC or any other governmental or quasi-governmental entity necessary to consummate the proposed merger, 

including our ability to file an effective proxy statement in connection with the proposed merger and other contemplated transactions,  which may also result in unexpected additional 

transaction expenses and operating cash expenditures on the parties; failure to obtain the necessary stockholder approvals or to satisfy other conditions to the closing of the 

proposed merger and the other contemplated transactions; a superior proposal being submitted to either party; failure to issue Cempra common stock in the proposed merger and 

other contemplated transactions exempt from registration or qualification requirements under applicable state securities laws; risks related to the costs, timing and regulatory review 

of the combined company’s studies and clinical trials, including its ability to address the issues identified by the FDA in the complete response letter relating to Cempra’s new drug 

applications for solithromycin for community acquired bacterial pneumonia; uncertainties in obtaining successful clinical results for product candidates and unexpected costs that may 

result therefrom; inability or the delay in obtaining required regulatory approvals for product candidates, which may result in unexpected cost expenditures; failure to realize any value 

of certain product candidates developed and being developed, in light of inherent risks and difficulties involved in successfully bringing product candidates to market; inability to 

develop new product candidates and support existing products; inability to commercialize and launch any product candidate that receives regulatory approval, including Baxdela; the 

combined company’s anticipated capital expenditures, its estimates regarding its capital requirements and its need for future capital; uncertainties of cash flows and inability to meet 

working capital needs; cost reductions that may not result in anticipated level of cost savings or cost reductions prior to or after the consummation of the proposed merger; the 

approval by the FDA and EMA and any other similar foreign regulatory authorities of other competing or superior products brought to market; risks resulting from unforeseen side 

effects; risk that the market for the combined company’s products may not be as large as expected; inability to obtain, maintain and enforce patents and other intellectual property 

rights or the unexpected costs associated with such enforcement or litigation; inability to obtain and maintain commercial manufacturing arrangements with third party manufacturers 

or establish commercial scale manufacturing capabilities; loss of or diminished demand from one or more key customers or distributors; unexpected cost increases and pricing 

pressures; the possibility of economic recession and its negative impact on customers, vendors or suppliers; and risks associated with the possible failure to realize certain benefits 

of the proposed merger, including future financial, tax, accounting treatment, and operating results.  Many of these factors that will determine actual results are beyond Cempra’s, 

Melinta’s, or the combined company’s ability to control or predict.    

Other risks and uncertainties are more fully described in our Annual Report on Form 10-K for the year ended December 31, 2016 filed with the SEC on February 28, 2017, as 

amended by Form 10-K/A filed with the SEC on April 13, 2017, and in other filings that Cempra makes and will make with the SEC in connection with the proposed transactions, 

including the proxy statement described below under “Important Information About the Merger and Where to Find It.” Existing and prospective investors are cautioned not to place 

undue reliance on these forward-looking statements, which speak only as of the date hereof.  The statements made in this press release or presentation speak only as of the date 

stated herein, and subsequent events and developments may cause our expectations and beliefs to change. While we may elect to update these forward- looking statements publicly 

at some point in the future, we specifically disclaim any obligation to do so, whether as a result of new information, future events or otherwise, except as required by law. These 

forward-looking statements should not be relied upon as representing our views as of any date after the date stated herein. 
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Cautionary Note Regarding Forward-Looking 

Statements  



   

Cempra and Melinta and certain of their directors and executive officers may become participants in solicitation of proxies from Cempra stockholders 

in connection with the proposed transactions. Additional information regarding persons who may, under the rules of the SEC, be deemed to be 

participants in the solicitation of Cempra stockholders in connection with the proposed merger, and a description of their direct and indirect interest, 

whether as security holders, directors or employees of Cempra or Melinta or otherwise, which may be different from those of Cempra stockholders 

generally, is set forth in the preliminary proxy statement filed with the SEC on September 7, 2017 in connection with the proposed merger and will be 

set forth in other materials to be filed with the SEC. You can find information about Cempra’s directors and executive officers in Cempra’s Annual 

Report on Form 10-K for the year ended December 31, 2016 filed with the SEC on February 28, 2017, as amended by Form 10-K/A filed with the 

SEC on April 13, 2017 and in the preliminary proxy statement filed with the SEC on September 7, 2017 in connection the proposed merger. 

  

Each of Cempra’s directors, Garheng Kong, David Zaccardelli, Richard Kent, David Gill, Dov A. Goldstein, John H. Johnson, P. Sherrill Neff and 

Michael Dougherty; Cempra’s executive officers Mark W. Hahn (Executive Vice President and Chief Financial Officer), David Oldach (Chief Medical 

Officer) and John Bluth (Executive Vice President, Investor Relations and Corporate Communications); Melinta’s directors, Eugene Sun, Thomas 

Koestler, Erik Akhund, Kevin Ferro, Cecilia Gonzalo, Christopher Kiritsy, Pedro Lichtinger, Sean Murphy and John E. Sununu;  and Melinta’s 

executive officers, John Temperato (President and Chief Operating Officer) and Paul Estrem (Chief Financial Officer); and Cempra’s proxy solicitor, 

Georgeson LLC;  may be deemed “participants” in the solicitation of proxies from the Cempra stockholders in connection with the proposed 

transactions.   

  

This communication does not constitute an offer to sell or the solicitation of an offer to buy any securities or a solicitation of any vote or approval.  A 

definitive proxy statement and a proxy card will be filed with the SEC and will be mailed to Cempra’s stockholders seeking any required stockholder 

approvals in connection with the proposed transactions.  BEFORE MAKING ANY VOTING OR INVESTMENT DECISION, INVESTORS AND 

STOCKHOLDERS ARE URGED TO READ THE PROXY STATEMENT (INCLUDING ANY AMENDMENTS OR SUPPLEMENTS THERETO) AND 

ANY OTHER RELEVANT DOCUMENTS THAT CEMPRA HAS FILED OR WILL FILE WITH THE SEC WHEN THEY BECOME AVAILABLE 

BECAUSE THEY WILL CONTAIN IMPORTANT INFORMATION ABOUT THE PROPOSED TRANSACTIONS.  Stockholders may obtain, free of 

charge, copies of the proxy statement and any other documents filed by Cempra with the SEC in connection with the proposed transactions at the 

SEC’s website (http://www.sec.gov), at Cempra’s website (http://investor.cempra.com/), or by writing to the Secretary, Cempra, Inc. at 6320 

Quadrangle Drive, Suite 360, Chapel Hill, North Carolina 27517. 
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Important Information About the Merger and Where to 

Find It  



   

Strong Strategic and Financial Rationale Supporting 

Value for Cempra Stockholders 

•Deep commercial, clinical and preclinical anti-infective pipeline 

- Unique concentration of assets and expertise 

 

•Sufficient existing cash to support Baxdela launch 

- Estimated >$400M peak Baxdela sales potential in ABSSSI alone 

- Capital efficient strategy to maximize shareholder value around launch of Baxdela and 

development programs  

 

•Significant clinical and commercial differentiation position Baxdela for success 

 

•Shareholders retain opportunities with solithromycin and fusidic acid   

 

•Comprehensive process/analysis led by Morgan Stanley engaged >90 companies 
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Rich Combined Pipeline 
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Commercial, Clinical and Preclinical Opportunities 
 

INDICATION 

PRE-

CLINICAL PHASE 1 PHASE 2 PHASE 3 

NDA 

SUBMITTED 

FDA-

APPROVED 

BaxdelaÊ (delafloxacin) 

Skin infections (ABSSSI)   

Community-acquired bacterial 

pneumonia (CABP) 
  

Complicated urinary tract infections 

(cUTI) 
  

Solithromycin  
 

Community acquired bacterial 

pneumonia (CABP) 
 

Urethritis / gonorrhea  

Conjunctivitis / blepharitis / dry eye  

Fusidic acid 

Skin infections (ABSSSI)    

Chronic bone and joint infections    

Proprietary Discovery Platform 

Radezolid: 2nd generation 

oxazolidinone 
  

ESKAPE* program: novel 

pyrrolocytosine 
  

Macrolide program   

IV (QIDP) 

(QIDP) 

(QIDP ELIGIBLE) 

TOPICAL, ACNE 

òSUPER- 

BUGSó 

NEXT-

GEN 

Oral (QIDP) 

Oral (QIDP) 

IV-to-oral (QIDP) 

Pediatric (QIDP) 

Oral 

Ophthalmic 

Oral (QIDP) 

Oral   

*ESKAPE pathogens: Enterococcus faecium, Staphylococcus aureus, Klebsiella pneumoniae,    
Acinetobacter baumannii, Pseudomonas aeruginosa, Enterobacter species and Escherichia coli 



   

The Antibiotic Care Continuum  
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Community   
Urgent Care/ 

Emergency 

Inpatient Care/ 

Hospital 

 

Transition of 

Care 

Baxdela  

Solithromycin(1) 

Fusidic Acid 

Radezolid 

 

Baxdela 

Solithromycin(1) 

Fusidic Acid 

Baxdela 

Solithromycin(1) 

 ESKAPE 

Baxdela 

Solithromycin(1) 

High 

Value 

PCP 

(1) Subject to non-dilutive funding 

Distinct Value Proposition for Each Therapy in Portfolio  



   

FDA-approved BAXDELA™ Ready for Launch 
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Newer ABSSSI Antibiotics Launched in Hospital With 

Perceived Differentiation but Limited Success 
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$

$200 000

$400 000

$600 000

$800 000

$1 000 000

$1 200 000

$1 400 000

$1 600 000

$1 800 000

$2 000 000

1 2 3 4 5 6 7 8 9 10 11 12

Historical Antibiotic Launches  
(First 12 Months of Launch, $M) 

Approval June 2014 

Indication: ABSSSI  

Price: IV ~$250/day; Oral: ~$310/day 

First 12m Sales: ~$14M 

Approved May 2014 

Indication: ABSSSI  

Price: $4,470 (course of therapy) 

First 12m Sales: ~$6M 

Approved Aug. 2014 

Indication: ABSSSI  

Price: ~$2,900 (course of therapy) 

First 12m Sales: ~$6M 

Annual Sales: 1st 12 Months 



   

BAXDELA (delafloxacin):  

Clinical and Commercial Differentiation 
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•POTENCY  

- Full pathogen coverage; gram-positive, including MRSA, gram-negatives  

 

•SIMPLICITY  

- Limited drug and disease interactions  

- Well-tolerated in Phase 3 trials with <1% discontinuations from adverse events  

 

•FLEXIBILITY  

- IV and oral formulations interchangeable  

- Allows for seamless and potentially earlier discharge, or avoidance of hospital admission 

 

•ACCESS 

- Pricing to minimize prior authorization and other barriers  

- Facilitate patient adoption 

- Simplify prescribing for physicians 

 

 



   

Differentiated Attributes Should Drive ABSSSI Uptake 
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Leading Branded Antibiotics Leading Generic Antibiotics 

  

Baxdela  

(delafloxacin) 

Teflaro 

(ceftaroline) 

Sivextro 

(tedizolid) 

Dalvance 

(dalbavancin) 

Orbactiv 

(oritavancin) Daptomycin  Linezolid Vancomycin  

Other  

Quinolones 

Broad 

Spectrum  

Incl. MRSA  

and/or 

Gram Neg 
V V U U U U U U U 

IV and Oral  
V U V U U U V U V 

Fixed Dose 
V V V V V U V U V 

Limited 

Drug 

Interaction  
V V U V U U U U U 



   

Staging Capital-Efficient Growth with Success 

•Approximately 50 sales reps at launch 

 

•Launch timing: Q1 2018  

 

•Targets:  

- Highest prescribing physicians w/greatest access across sites of care 

 

•Sales force to expand based on adoption in target segments 

 

•Near-term focus on maximizing multi-channel access 

- Pricing strategy designed to reduce formulary barriers and speed adoption 

 

•Goal: Exceed first 12 month performance of recently launched ABSSSI antibiotics 
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•WARNING: SERIOUS ADVERSE REACTIONS INCLUDING TENDINITIS, TENDON RUPTURE, 

PERIPHERAL NEUROPATHY, CENTRAL NERVOUS SYSTEM EFFECTS, and EXACERBATION OF 

MYASTHENIA GRAVIS 

- See full prescribing information for complete boxed warning 

•Fluoroquinolones have been associated with disabling and potentially irreversible serious 

adverse reactions that have occurred together, including: 

- Tendinitis and tendon rupture  

- Peripheral neuropathy  

- Central nervous system effects 

•Discontinue Baxdela immediately and avoid the use of fluoroquinolones, including Baxdela, in 

patients who experience any of these serious adverse reactions 

•Fluoroquinolones may exacerbate muscle weakness in patients with myasthenia gravis. Avoid 

Baxdela in patients with known history of myasthenia gravis 

•Contraindications 

- BAXDELA is contraindicated in patients with known hypersensitivity to delafloxacin or any of the fluoroquinolone class 

of antibacterial drugs, or any of the components of BAXDELA 
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Baxdela (delafloxacin):  

Important Safety Information 



   

•Warnings and Precautions 

- Risk of tendinitis, tendon rupture, peripheral neuropathy and central nervous system effects is increased with use of 

fluoroquinolones. Discontinue Baxdela immediately at the first signs or symptoms of any of these serious adverse reactions. 

- Avoid Baxdela in patients with known history of myasthenia gravis. 

- Hypersensitivity reactions may occur after first or subsequent doses of Baxdela. Discontinue Baxdela at the first sign of 

hypersensitivity. 

- Clostridium difficile-associated diarrhea has been reported in users of nearly all systemic antibacterial drugs, including 

Baxdela. Evaluate if diarrhea occurs. 

- Prescribing Baxdela in the absence of a proven or strongly suspected bacterial infection is unlikely to provide benefit to the 

patient and increases the risk of the development of drug-resistant bacteria. 

 

•Adverse Reactions 

- The most common adverse reactions in patients treated with Baxdela were nausea (8%), diarrhea (8%), headache (3%), 

transaminase elevations (3%), and vomiting (2%). 

 

•Use in Specific Populations 

- In patients with severe renal impairment (eGFR of 15-29 mL/min/1.73 m2) dosing of Baxdela should be dosed at 200 mg IV 

every 12 hours or 450 mg orally every 12 hours. Baxdela is not recommended in patients with End Stage Renal Disease 

[ESRD] (eGFR of <15 mL/min/1.73 m2) due to insufficient information to provide dosing recommendations. 
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Baxdela (delafloxacin):  

Important Safety Information 



   

Value Proposition Drives  

Multi-channel Approach and Opportunity 
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Projected peak sales of >$400M in ABSSSI alone 

Hospital 

Inpatient 

Admission 

Emergency 

Department  

Treat and Release 

POD / ID 

/ Surg 

Wound / 

Burn 

Urgent 

Care 
LTC 

Community Initiation 

High 

Value 

PCP 

2.9M Pts. Annually 1.6M Pts. Annually 11.6M Pts. Annually 

Broad spectrum covering gram-positive, including MRSA, gram-negative 

Well tolerated with low discontinuation rates, acceptable safety 

Limited drug interactions and food effects, fixed dosing 



   

70% of Patients With Serious Skin Infections 

Have Co-morbidities 
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•Common comorbidities:  

–Obesity 

–Diabetes 

–Cardiovascular, lung, kidney, liver disease 

–Substance abuse 

 

•These patients present particular treatment challenges: 

– Greater pathogen uncertainty and diversity (MRSA, gram-negatives) 

– Potential for drug and disease interactions 

– Longer hospital stays and higher readmission rates 

 



   

Efficiently Targeting Highest Value Accounts 
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Decision on expansion will depend on performance against KPIs 

Community HCP coverage Hospital coverage 

Targeted Top Decile 

Hospitals 

Accounts prioritized by: 
• Skin patients treated 

• Quinolone utilization 

• New product adoption 

• Branded usage 

• Cost sensitivity 

• Length of hospitalization 

• Rate of readmission 

• Accounts selecting Cellulitis Process of 

Care Bundled  Payment 

Targeted Top Decile 

HCPs 

HCPs prioritized by:  
• High volume of office-based 

ABSSSI claims 

• High utilization of select oral 

antibiotics used to treat skin 

infections 

• Practice in large groups that 

permit efficient promotion 

  



   

Aligning Sales Force to Access Points  
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Physician access varies by specialty, setting of care, and geography* 

* ZS Associates AccessMonitor, Sep 1, 2017 

Melinta plans to align sales force considering top Rx MD targets +  best access  

CBSA: Core Based Statistical Area 



   

Market Conditioning Underway  

Direct to HCP 

Promotion 

Peer to Peer 

Promotions 

Digital and Non-

personal 

Promotion 

Market 

Access/P&T 

Promotions 

Clinical 

Congress 

Meetings 

Patient Access 

and 

Reimbursement 

Services 

Advisory Boards 

• Digital Detail 

Aid 

• Slim Jim 

• MOA Video 

• Reprint Carriers 

(Pivotal studies) 

• PI Booklet 

• Fact Sheet 

• Dosing and 

Admin Brochure 

 

• Web-based 

speaker 

programs 

• Live peer-to-

peer speaker 

programs 

 

• FDA Approval e-

blast 

• Launch 

Announcement 

• Journal 

Advertising 

• Digital banner 

Ads 

• Product 

monograph 

• Trade-Hospital 

order 

Information 

• FAQ Sheet for 

Hospital and 

Trade 

• Payer Visual 

Aid and Slide 

Deck 

• Wholesaler 

and Trade 

Comms 

 

Branded presence 

at:  

• IDSA 

• PriMed 

• ACS 

• ASHP 

• ASM 

• PCMA 

• AMCP 

• SAS 

• EMRA 

• SEMPA 

• NAMCP 

• UCAOA 

• ATS 

• CMSA 

MelintAssist 

(Patient Access and 

Reimbursement Services 

Program) 

• Benefits 

Investigation 

• Prior Auth 

Assistance 

• Co-pay 

Assistance 

• Voucher 

• Patient 

Foundation 

• Patient 

Assistance 

 

• Hospital 

Pharmacy 

Director Ad 

Board 

• Surgery Ad 

Board, 

American 

College of 

Surgeons 

Meeting, Q4 

• Primary Care 

Ad Board in Q4 
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Aligned Strategy: 

License ex-U.S. Rights to Strong Global Partners  

•Delafloxacin ex-U.S. partnership in place with Menarini 

- Exclusive rights to commercialize delafloxacin in 68 countries  

•Europe, Asia-pacific (Japan excluded), and Commonwealth of Independent States (CIS), 

including Russia 

•Menarini planning MAA filing in 2018 

 

•Eurofarma has exclusive rights to commercialize delafloxacin in Brazil 

and throughout Central and South America 

- Regulatory filing anticipated in 2018 

 

•Toyama developing solithromycin for CABP in Japan 

- Exclusive rights to develop and commercialize solithromycin in Japan for 

respiratory tract infections and other indications in adults and pediatric patients 

- Phase 3 CABP study underway in Japan 
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Clarity on Path Forward for  

Solithromycin & Fusidic Acid 

SOLITHROMYCIN (CABP) 

•Pre-approval solithromycin patient request reduced to 6,000 to respond to CRL 

•Trial to be conducted with 5-day, oral dosing only  

•Oral-only safety study could support approval of oral solithromycin, with option to 

seek future IV approval  

•Oral-only protocol reduces cost, increases efficiency and utilizes dosing regimen 

that appeared to have a lower ALT profile in Phase 3 

•Seeking non-dilutive funding to support study 

 

FUSIDIC ACID 

•FDA has agreed second Phase 3 study with similar design to the first successful   

Phase 3 study could support approval in ABSSSI  

•Enrollment in exploratory BJI study completed (n=30); 6-month follow-up data 

anticipated by year-end 2017 
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Significant Opportunity Exists From Advancing 

Platform Assets 
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Radezolid for Dermatology 

•Second-generation “Zyvox”-class drug, engineered to overcome resistance 

•Partnered with CRO to develop topical formulations 

•IND accepted in early 2017, Phase 1 study successfully completed 

•Melinta retains opt-in rights at various future milestones 

•US market opportunity: ~15 million annual prescriptions for topical acne agents 

 

ESKAPE Pathogen Program for ñSuperbugsò 

•Targeting novel binding site in ribosome to avoid cross resistance, leveraging 

proprietary Discovery Platform technology 

•Compounds have demonstrated activity against full range of hardest-to-treat 

ESKAPE pathogens 

•Currently in late pre-clinical stage with IND-enabling studies for a lead compound 

anticipated in 2018 

•Melinta retains global rights 



   

Strong Financial Foundation for Combined Company 

Pro Forma Cash and Debt as of June 30, 2017* 
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(USD In Thousands) 

Historical 

Melinta 

Historical 

Cempra 

Pro Forma 

Adjustments 

Pro Forma 

June 30, 2017 

Cash and equivalents 23,059 187,005 (12,222) 197,802 

Debt 28,885 12,009 (12,009) 28,885 

Expected Cash and Debt at Closing 

 

 

 

(USD In Thousands) 

Melinta + 

Cempra 

Cash and equivalents 150,000 After transaction and pre-closing operating costs 

Debt 45,000 Including $15M of additional borrowing expected before close 

* See full pro forma financial statements in the Cempra, Inc. Preliminary Proxy Statement filed with the SEC on 9/7/17 



   

Investing to Build Value   

•Existing cash sufficient to support successful Baxdela launch 

- Goal: Significantly exceed first 12 month performance of recently launched                   

ABSSSI antibiotics 

 

•Combined company will review portfolio to prioritize additional investments 

- Strong Baxdela launch builds value to fuel portfolio investment  

 

•Plan to leverage strength in anti-infectives to add assets to portfolio to build        

further value 

 

•Support Successful Launch + Strategic Investments + Capital Efficiency = Build Value     
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Details of the Proposed Transaction 

•On a pro forma basis, and based upon the number of shares of Cempra common stock to be issued in the 

merger, ownership in the combined company will be approximately: 

- Current Melinta shareholders:  52%  

- Current Cempra shareholders: 48%  

 

•The transaction has been approved by the board of directors of both companies; preliminary proxy filed 

September 7, 2017 

 

•Joint selection committee to identify new CEO for the combined company 

•Search firm retained to lead search  

 

•Merger is expected to close in Q4 2017, subject to the approval of Cempra’s stockholders as well as other 

customary conditions 

•New company will be named Melinta and trade on NASDAQ under the ticker “MLNT” 

 

•BOD composition--Nine directors 

–Four designated by Melinta 

–Four designated by Cempra 

–New CEO 

–Melinta to designate chairman 
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Strong Strategic and Financial Rationale Supporting 

Value for Cempra Stockholders 

•Deep commercial, clinical and preclinical anti-infective pipeline 

- Unique concentration of assets and expertise 

 

•Sufficient existing cash to support Baxdela launch 

- Estimated >$400M peak Baxdela sales potential in ABSSSI alone 

- Capital efficient strategy to maximize shareholder value around launch of Baxdela, 

development programs  

 

•Significant clinical and commercial differentiation position Baxdela for success 

 

•Shareholders retain opportunities with solithromycin and fusidic acid   

 

•Comprehensive process/analysis led by Morgan Stanley engaged >90 companies 
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JOINING FORCES TO CREATE A LEADING  

COMMERCIAL-STAGE COMPANY  

Focused on Anti-Infectives 


