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INFORMATION REGARDING FORWARD-LOOKING STATEMENTS

 
This quarterly report on Form 10-Q of OpGen, Inc. and certain information incorporated herein by reference contain forward-looking statements within the
meaning of Section 27A of the Securities Act of 1933, as amended (the “Securities Act”) and Section 21E of the Securities Exchange Act of 1934, as
amended (the “Exchange Act”). In this quarterly report, we refer to OpGen, Inc. as the “Company,” “we,” “our” or “us.” All statements other than statements
of historical facts contained herein, including statements regarding our future results of operations and financial position, strategy and plans, and our
expectations for future operations, are forward-looking statements. The words “believe,” “may,” “will,” “estimate,” “continue,” “anticipate,” “design,”
“intend,” “expect” or the negative version of these words and similar expressions are intended to identify forward-looking statements.

 
We have based these forward-looking statements on our current expectations and projections about future events and trends that we believe may affect our
financial condition, results of operations, strategy, short- and long-term business operations and objectives, and financial needs. These forward-looking
statements are subject to a number of risks, uncertainties and assumptions, including those described in Part II Item 1A “Risk Factors.” In light of these risks,
uncertainties and assumptions, the forward-looking events and circumstances included herein may not occur, and actual results could differ materially and
adversely from those anticipated or implied in the forward-looking statements. Given these uncertainties, you should not place undue reliance on these
forward-looking statements. Forward-looking statements include, but are not limited to, statements about:

 
 · the commercialization of our current products, including our QuickFISH® and PNA FISH diagnostic products for infectious diseases, our Acuitas®

MDRO test services and our Acuitas Lighthouse™ bioinformatics services;
 · our liquidity and working capital requirements, including our cash requirements over the next 12 months and beyond;
 · our ability to grow our customer base;
 · anticipated trends and challenges in our business and the competition that we face;
 · the execution of our business plan and our growth strategy;
 · our expectations regarding the size of and growth in potential markets;
 · our opportunity to successfully enter into new collaborative agreements;
 · changes in laws or regulations applicable to our business, including potential regulation by the FDA;
 · our ability to develop and commercialize new products to address unmet needs in our industry, and the timing of commercialization;
 · compliance with the U.S. and international regulations applicable to our business; and
 · our expectations regarding future revenue and expenses.

 
Although we believe that the expectations reflected in the forward-looking statements are reasonable, we cannot guarantee future results, level of activity,
performance or achievements. In addition, neither we nor any other person assumes responsibility for the accuracy and completeness of any of these forward-
looking statements. Any forward-looking statement made by us in this quarterly report speaks only as of the date on which it is made. We disclaim any duty
to update any of these forward looking statements after the date of this quarterly report to confirm these statements to actual results or revised expectations.

 
Other risks may be described from time to time in our filings made under the securities laws. New risks emerge from time to time. It is not possible for our
management to predict all risks. All forward-looking statements in this quarterly report speak only as of the date made and are based on our current beliefs
and expectations. We undertake no obligation to update or revise any forward-looking statement, whether as a result of new information, future events or
otherwise.

 
NOTE REGARDING TRADEMARKS

 
We own various U.S. federal trademark registrations and applications and unregistered trademarks and servicemarks, including OpGen®, Acuitas®, Acuitas
Lighthouse™ Argus®, AdvanDx®, QuickFISH® and PNA FISH®. All other trademarks, servicemarks or trade names referred to in this quarterly report are
the property of their respective owners. Solely for convenience, the trademarks and trade names in this quarterly report are sometimes referred to without the
® and ™ symbols, but such references should not be construed as any indicator that their respective owners will not assert, to the fullest extent under
applicable law, their rights thereto. We do not intend the use or display of other companies’ trademarks and trade names to imply a relationship with, or
endorsement or sponsorship of us by, any other companies, products or services.
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Part I.  FINANCIAL INFORMATION

 
Item 1.  Unaudited Condensed Consolidated Financial Statements

 
OpGen, Inc. and Subsidiaries

Condensed Consolidated Balance Sheets
(unaudited)

       

  
June 30, 

2016   
December 31, 

2015  
Assets       
Current assets       
 Cash and cash equivalents  $ 8,025,023  $ 7,814,220 
 Accounts receivable, net   871,564   678,646 
 Inventory, net   844,272   826,012 
 Prepaid expenses and other current assets   561,693   566,239 
 Total current assets   10,302,552   9,885,117 
 Property and equipment, net   922,157   1,074,710 
 Goodwill   600,814   637,528 
 Intangible assets, net   1,754,906   1,888,814 
 Other noncurrent assets   270,412   270,327 
 Total assets  $ 13,850,841  $ 13,756,496 
         
Liabilities and Stockholders’ Equity         
Current liabilities         
Accounts payable  $ 1,900,844  $ 2,285,792 
Accrued compensation and benefits   942,636   1,081,270 
Accrued liabilities   797,056   920,286 
Deferred revenue   105,767   50,925 
Short term notes payable   179,567   - 
Current maturities of long-term capital lease obligation   232,824   251,800 
Total current liabilities   4,158,694   4,590,073 
         
Deferred rent   527,528   352,985 
Note payable   995,833   993,750 
Long-term capital lease obligation and other noncurrent liabilities   224,278   328,642 
Total liabilities   5,906,333   6,265,450 
         
Commitments and contingencies (Note 9)         
Stockholders' equity         
Common stock, $.01 par value; 200,000,000 shares authorized; 19,353,126 and 12,547,684 shares issued and
outstanding at June 30, 2016 and December 31, 2015, respectively   193,531   125,477 
Preferred stock, $0.01 par value; 10,000,000 shares authorized; 2,309,428 issued and outstanding at June 30, 2016
(none at December 31, 2015)   23,094   - 
Additional paid-in capital   131,412,003   121,490,994 
Accumulated other comprehensive loss   (672)   (1,059)
Accumulated deficit   (123,683,448)   (114,124,366)
Total stockholders’ equity   7,944,508   7,491,046 
Total liabilities and stockholders’ equity  $ 13,850,841  $ 13,756,496 

  
See accompanying notes to unaudited condensed consolidated financial statements.
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OpGen, Inc. and Subsidiaries 

Condensed Consolidated Statements of Operations and Comprehensive Loss
(unaudited)

 
  Three Months Ended June 30,   Six Months Ended June 30,  

  2016   2015   2016   2015  
             
Revenue                 
Product sales  $ 1,028,146  $ 319,171  $ 1,975,365  $ 503,350 
Laboratory services   29,674   28,195   159,094   63,436 
Collaboration revenue   125,000   27,780   125,000   280,560 
Total revenue   1,182,820   375,146   2,259,459   847,346 
                 
Operating expenses                 
Cost of products sold   337,020   48,231   682,987   163,620 
Cost of services   161,222   54,794   476,931   150,224 
Research and development   2,333,584   999,699   4,287,013   2,108,301 
General and administrative   1,777,054   1,420,219   3,315,100   2,079,611 
Sales and marketing   1,588,553   905,767   2,987,988   1,929,796 
Total operating expenses   6,197,433   3,428,710   11,750,019   6,431,552 
Operating loss   (5,014,613)   (3,053,564)   (9,490,560)   (5,584,206)
                 
Other income (expense)                 
Interest expense   (26,649)   (1,632,974)   (68,383)   (1,729,371)
Foreign currency transaction gains (losses)   (7,766)   -   3,562   - 
Change in fair value of derivative financial instruments   -   (679,173)   -   (647,342)
Interest income and other   (3,874)   7,127   (3,699)   7,162 
Total other income (expense)   (38,289)   (2,305,020)   (68,520)   (2,369,551)
Net loss   (5,052,902)   (5,358,584)   (9,559,080)   (7,953,757)
                 
Preferred stock dividends and beneficial conversion   (332,550)   (72,767)   (332,550)   (244,508)
Net loss available to common stockholders  $ (5,385,452)  $ (5,431,351)  $ (9,891,630)  $ (8,198,265)
                 
Net loss per common share - basic and diluted  $ (0.38)  $ (0.84)  $ (0.74)  $ (2.35)
Weighted average shares outstanding - basic and diluted   14,522,097   6,449,108   13,545,519   3,487,734 
                 
Net loss  $ (5,052,902)  $ (5,358,584)  $ (9,559,080)  $ (7,953,757)
Other comprehensive income (loss) - foreign currency translation   1,498   -   387   - 
Comprehensive loss  $ (5,051,404)  $ (5,358,584)  $ (9,558,693)  $ (7,953,757)

 
See accompanying notes to unaudited condensed consolidated financial statements.
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OpGen, Inc. and Subsidiaries

Condensed Consolidated Statements of Cash Flows
(unaudited)

 
  Six Months Ended June 30,  

  2016   2015  
Cash flows from operating activities         
Net loss  $ (9,559,080)  $ (7,953,757)
Adjustments to reconcile net loss to net cash used in  operating activities:         
    Depreciation and amortization   329,969   207,227 
    Loss on disposal of property and equipment   6,308   - 
    Noncash interest expense   2,083   1,525,849 
    Share-based compensation   527,896   910,691 
    Inventory obsolescence   91,426   18,223 
    Change in fair value of derivative financial instruments   -   647,342 
Changes in operating assets and liabilities, net of effects of acquisition:         
    Accounts receivable   (191,394)   289,940 
    Inventory   (109,454)   4,056 
    All other assets   41,286   (308,042)
    Accounts payable   (385,024)   238,426 
    Accrued compensation and other liabilities   (93,999)   (56,912)
    Deferred revenue   54,842   (104,663)
Net cash used in operating activities   (9,285,141)   (4,581,620)
         
Cash flows from investing activities         
Purchases of property and equipment (net of proceeds on disposals)   (49,817)   (25,673)
Net cash used in investing activities   (49,817)   (25,673)
         
Cash flows from financing activities         
Proceeds from initial public offering, net of issuance costs   -   12,142,526 
Proceeds from issuance of convertible notes and warrants, net of issuance costs   -   1,388,815 
Proceeds from issuance of promissory notes, net of issuance costs   204,895   750,000 
Proceeds from exercise of stock options and warrants   23,512   102 
Proceeds from private offering of common stock, preferred stock and warrants, net of issuance costs   9,460,749   - 
Payments on debt   (25,328)   (152,500)
Payments on capital lease obligations   (121,170)   (55,358)
Net cash provided by financing activities   9,542,658   14,073,585 
         
Effects of exchange rates on cash   3,103   - 
Net increase in cash and cash equivalents   210,803   9,466,292 
Cash and cash equivalents at beginning of period   7,814,220   749,517 
Cash and cash equivalents at end of period  $ 8,025,023  $ 10,215,809 
         
Supplemental disclosure of cash flow information         
Cash paid during the period for interest  $ 28,777  $ 203,163 
         
Supplemental disclosure of noncash investing and financing activities:         
Acquisition of equipment purchased through capital leases  $ -  $ 76,745 
Conversion of convertible promissory notes to Series A preferred stock  $ -  $ 3,000,000 
Conversion of Series A preferred stock into common shares  $ -  $ 8,183,661 
Exchange of demand notes for IPO units  $ -  $ 2,100,000 
Exchange of demand note for convertible debt  $ -  $ 300,000 
 

See accompanying notes to unaudited condensed consolidated financial statements.
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OpGen, Inc.

Notes to Unaudited Condensed Consolidated Financial Statements
June 30, 2016

 
Note 1 - Organization

 
OpGen, Inc. (“OpGen” or the “Company”) was incorporated in Delaware in 2001. On July 14, 2015, OpGen completed the strategic acquisition (the
“Merger”) of AdvanDx, Inc. and its wholly owned subsidiary AdvanDx A/S (collectively, “AdvanDx”) (see Note 4). Pursuant to the terms of a merger
agreement, Velox Acquisition Corp., OpGen’s wholly owned subsidiary formed for the express purpose of effecting the Merger, merged with and into
AdvanDx, Inc. with AdvanDx, Inc. surviving as OpGen’s wholly owned subsidiary. OpGen, AdvanDx, Inc. and AdvanDx A/S are collectively referred to
hereinafter as the “Company.” The Company’s headquarters are in Gaithersburg, Maryland, and its principal operations are in Gaithersburg, Maryland and
Woburn, Massachusetts. The Company also has operations in Copenhagen, Denmark. The Company operates in one business segment.

 
OpGen is a precision medicine company using molecular diagnostics and informatics to combat infectious disease. OpGen is developing molecular
information solutions to combat infectious disease in global healthcare settings, helping to guide clinicians with more rapid information about life threatening
infections, improve patient outcomes, and decrease the spread of infections caused by multidrug-resistant microorganisms (“MDROs”). The Company’s
proprietary DNA tests and bioinformatics address the rising threat of antibiotic resistance by helping physicians and healthcare providers optimize patient
care decisions and protect the hospital biome through customized screening and surveillance solutions. The Company’s molecular information solution
combines Acuitas® DNA tests, Acuitas Lighthouse™ bioinformatics and CLIA lab services for MDRO genetic identification, antibiotic resistance gene
information and surveillance, and a proprietary data warehouse including genomic data matched with antibiotic susceptibility information for microbes and
patient information from healthcare providers. The Company is working to deliver its molecular information products and services to a global network of
customers and partners. The Acuitas DNA tests provide rapid microbial ID, and antibiotic resistance gene information. These include the QuickFISH® family
of FDA-cleared and CE-marked diagnostic products used to rapidly detect pathogens in positive blood cultures, the MDRO Gene Test to detect, type, track,
and trend antibiotic resistant organisms in real-time and a rapid antibiotic resistance test in development.

 
The Company’s operations are subject to certain risks and uncertainties. The risks include rapid technology changes, the need to manage growth, the need to
retain key personnel, the need to protect intellectual property and the need to raise additional capital financing on terms acceptable to the Company. The
Company’s success depends, in part, on its ability to develop and commercialize its proprietary technology as well as raise additional capital.

 
Note 2 – Liquidity and management’s plans

 
The accompanying unaudited condensed consolidated financial statements have been prepared on a going-concern basis, which contemplates the realization
of assets and satisfaction of liabilities in the normal course of business. Since inception, the Company has incurred, and continues to incur, significant losses
from operations. The Company has funded its operations primarily through external investor financing arrangements and has raised significant funds in 2016
and 2015, including:

 
In May 2015, OpGen completed its initial public offering (“IPO”) for total gross proceeds of $17.1 million (see Note 8).

 
In July 2015, the Company raised $6.0 million by issuing 1,136,364 shares of common stock at $4.40 per share and a $1.0 million senior secured promissory
note to Merck Global Health Innovation Fund, LLC (“Merck GHI”) pursuant to a Common Stock and Note Purchase Agreement (the “Purchase Agreement”).
Under the Purchase Agreement, Merck GHI has the right to participate in future securities offerings made by the Company(see Note 5).
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In May and June 2016, the Company offered and sold units in a private offering to members of management and employees and to accredited investors,
including Merck GHI and jVen Capital, each unit consisting of either (i) one share of common stock and a detachable stock purchase warrant to purchase an
additional 0.75 shares of common stock, or (ii) one share of non-voting convertible preferred stock and a detachable stock purchase warrant to purchase an
additional 0.75 shares of common stock, at a price of $1.14 per unit. The total net proceeds to the Company, after deducting offering commissions and
expenses was $9,460,749. The Company intends to use the proceeds for working capital and general corporate purposes. Pursuant to the private placement the
Company issued 6,744,127 shares of common stock, 2,309,428 of non-voting convertible preferred stock and stock purchase warrants to acquire an additional
6,790,169 shares of common stock.
 
The Company believes that current cash on hand will be sufficient to fund operations into the first quarter of 2017. In the event the Company is unable to
successfully raise additional capital on or before the first quarter of 2017, the Company will not have sufficient cash flows and liquidity to finance its business
operations as currently contemplated. Accordingly, in such circumstances the Company would be compelled to reduce general and administrative expenses
and delay research and development projects, including the purchase of scientific equipment and supplies, until it is able to obtain sufficient financing, or
pursue other strategic alternatives which may include licensing and/or partnering arrangements or mergers and acquisitions. The condensed consolidated
financial statements do not include any adjustments relating to recoverability and classification of recorded asset amounts or the amounts and classification of
liabilities that might be necessary should the Company be unable to continue in existence.

 
Note 3 - Summary of significant accounting policies

 
Basis of presentation and consolidation
The accompanying interim condensed consolidated financial statements are unaudited. These unaudited interim condensed consolidated financial statements
have been prepared in accordance with the rules and regulations of the U.S. Securities and Exchange Commission (“SEC”) for interim financial information.
Accordingly, they do not include all the information and footnotes required by U.S. Generally Accepted Accounting Principles (“GAAP”) for complete
financial statements. These unaudited interim condensed consolidated financial statements should be read in conjunction with the audited consolidated
financial statements and accompanying notes for the year ended December 31, 2015 previously filed with the SEC. In the opinion of management, the
unaudited interim condensed consolidated financial statements reflect all the adjustments (consisting of normal recurring adjustments) necessary to state fairly
the Company’s financial position as of June 30, 2016 and the results of operations for the six and three months ended June 30, 2016 and 2015. The interim
condensed consolidated results of operations are not necessarily indicative of the results that may occur for the full fiscal year. The December 31, 2015
consolidated balance sheet included herein was derived from the audited consolidated financial statements, but do not include all disclosures including notes
required by GAAP for complete financial statements.
 
The accompanying unaudited interim condensed consolidated financial statements include the accounts of OpGen and its wholly owned and controlled
subsidiaries; all intercompany transactions and balances have been eliminated. The Company operates in one business segment. Certain prior period
information has been reclassified to conform to the current period presentation.

 
Foreign currency
AdvanDx A/S is located in Copenhagen, Denmark and uses the Danish Krone as its functional currency. As a result, all assets and liabilities are translated
into U.S. dollars based on exchange rates at the end of the reporting period. Income and expense items are translated at the average exchange rates prevailing
during the reporting period. Translation adjustments are reported in accumulated other comprehensive loss, a component of stockholder's equity. Foreign
currency translation adjustments are the sole component of accumulated other comprehensive loss at June 30, 2016 and December 31, 2015.

 
Foreign currency transaction gains and losses, excluding gains and losses on intercompany balances where there is no current intent to settle such amounts in
the foreseeable future, are included in the determination of net loss. Unless otherwise noted, all references to “$” or “dollar” refer to the U.S. dollar.

 
Use of estimates
In preparing financial statements in conformity with GAAP, management is required to make estimates and assumptions that affect the reported amounts of
assets and liabilities and the disclosure of contingent assets and liabilities at the date of the financial statements and the reported amounts of revenues and
expenses during the reporting period. In the accompanying condensed consolidated financial statements, estimates are used for, but not limited to, share-based
compensation, allowances for doubtful accounts and inventory obsolescence, valuation of derivative financial instruments, beneficial conversion features of
convertible debt, deferred tax assets and liabilities and related valuation allowance, and depreciation and amortization and estimated useful lives of long-lived
assets, and the recoverability of long-lived assets. Actual results could differ from those estimates.

 
Fair value of financial instruments
All financial instruments classified as current assets and liabilities are carried at cost, which approximates fair value, because of the short-term maturities of
those instruments. The carrying value of the Company’s debt is reflective of fair value based on instruments with similar terms available to the Company.
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For additional fair value disclosures, see Note 6.

 
Cash and cash equivalents
The Company considers all highly liquid instruments with original maturities of three months or less to be cash equivalents. The Company has cash and cash
equivalents deposited in financial institutions in which the balances occasionally exceed the federal government agency (“FDIC”) insured limits of $250,000.
The Company has not experienced any losses in such accounts and management believes it is not exposed to any significant credit risk. 
 
At June 30, 2016 and December 31, 2015, the Company has funds totaling $243,380, which are required as collateral for letters of credit benefiting its
landlords and for credit card processors. These funds are reflected in other non-current assets on the accompanying condensed consolidated balance sheets.

 
Accounts receivable
The Company’s accounts receivable result from revenues earned but not collected from customers. Credit is extended based on an evaluation of a customer’s
financial condition and, generally, collateral is not required. Accounts receivable are due within 30 to 60 days and are stated at amounts due from customers.
The Company evaluates if an allowance is necessary by considering a number of factors, including the length of time accounts receivable are past due, the
Company’s previous loss history and the customer’s current ability to pay its obligation. If amounts become uncollectible, they are charged to operations
when that determination is made. The allowance for doubtful accounts was $15,831 and $15,596 as of June 30, 2016 and December 31, 2015, respectively.

 
Revenue earned from two customers represented 10% and 11%, respectively, of total revenues for the three months ended June 30, 2016, and 6% and 10%,
respectively, of total revenues for the six months ended June 30, 2016. Revenue earned from three customers represented 7%, 35% and 12%, respectively, of
total revenues for the three months ended June 30, 2015, and 33%, 16% and 13%, respectively, of total revenues for the six months ended June 30, 2015. No
other individual customer represented more than 10% of total revenues in these periods. At June 30, 2016, accounts receivable from one customer represented
20% of total accounts receivable.

 
Inventories
Inventories are valued using the first-in, first-out method and stated at the lower of cost or market and consist of the following: 

 

  
June 30, 

2016   
December 31, 

2015  
       
Raw materials and supplies  $ 637,716  $ 362,526 
Work-in process   45,716   150,369 
Finished goods   160,840   313,117 
Total  $ 844,272  $ 826,012 

 
Inventory includes reagents and components for QuickFISH and PNA FISH kit products, Argus Whole Genome Mapping Systems, reagents and supplies
used for Argus consumable kits, and reagents and supplies used for the Company’s laboratory services. Inventory reserves for obsolescence and expirations
were $682,476 and $591,051 at June 30, 2016 and December 31, 2015, respectively.

 
Long-lived assets
Property and equipment
Property and equipment is reviewed for impairment whenever events or changes in circumstances indicate that the carrying amount of an asset may not be
recoverable. Recoverability of assets to be held and used is measured by a comparison of the carrying amount of an asset to future undiscounted net cash
flows expected to be generated by the asset. Recoverability measurement and estimating of undiscounted cash flows is done at the lowest possible level for
which we can identify assets. If such assets are considered to be impaired, impairment is recognized as the amount by which the carrying amount of assets
exceeds the fair value of the assets. During the six and three months ended June 30, 2016 and 2015, the Company determined that its property and equipment
was not impaired.

 
Intangible assets and goodwill
Intangible assets and goodwill as of June 30, 2016 were acquired as part of the Merger, and consist of definite-lived intangible assets and goodwill.
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Definite-lived intangible assets
Definite-lived intangible assets include trademarks, developed technology and customer relationships, and are amortized over their useful lives of 10, 7 and 7
years, respectively, and consisted of the following as of June 30, 2016:
 
     June 30, 2016   December 31, 2015  

  Cost   
Accumulated
Amortization   Net Balance   

Accumulated
Amortization   Net Balance  

                
Trademarks and tradenames  $ 461,000  $ (44,430)  $ 416,570  $ (21,471)  $ 439,529 
Developed technology   458,000   (63,050)   394,950   (30,474)  $ 427,526 
Customer relationships   1,094,000   (150,614)   943,386   (72,241)  $ 1,021,759 
  $ 2,013,000  $ (258,094)  $ 1,754,906  $ (124,186)  $ 1,888,814 

 
Total amortization expense of intangible assets was $133,908 and $66,954 for the six and three months ended June 30, 2016 (none in the same period of
2015). Amortization of intangible assets is expected to be approximately $268,000 per year for the next five years.

 
Definite-lived intangible assets are reviewed for impairment whenever events or changes in circumstances indicate that the carrying amount of the asset may
not be recoverable. If any indicators were present, the Company would test for recoverability by comparing the carrying amount of the asset to the net
undiscounted cash flows expected to be generated from the asset. If those net undiscounted cash flows do not exceed the carrying amount (i.e., the asset is not
recoverable), the Company would perform the next step, which is to determine the fair value of the asset and record an impairment loss, if any. During the six
and three months ended June 30, 2016 and 2015, the Company determined that its definite-lived intangible assets were not impaired.

 
Goodwill
Goodwill represents the excess of the purchase price for AdvanDx over the fair values of the acquired tangible or intangible assets and assumed liabilities.
Goodwill is not tax deductible in any relevant jurisdictions. As a result of the Merger and subsequent measurement period adjustments recognized in 2016
and 2015, the Company recognized goodwill of $600,814 as of June 30, 2016.

 
The Company conducts an impairment test of goodwill on an annual basis as of October 1 of each year, and will also conduct tests if events occur or
circumstances change that would, more likely than not, reduce the Company’s fair value below its net equity value.

 
Preferred stock
All shares of Series A redeemable convertible preferred stock (including those shares issued in connection with the conversion of the 2014 and 2015
convertible debt), were converted into 7,374,852 shares of common stock in connection with the Company’s IPO (see Notes 7 and 8). Prior to the IPO, the
carrying value of the Series A redeemable convertible preferred stock was increased by the accretion of related discounts, issuance costs and accrued but
unpaid dividends so that the carrying amount would equal the redemption amount at the dates the stock becomes redeemable. The Company’s redeemable
convertible preferred stock was classified as temporary equity due to redemption provisions outside of the Company’s control.
 
In 2016, the Company issued 2,309,428 shares of its Series A non-voting convertible preferred stock (see Note 8).

 
Revenue recognition
The Company recognizes revenue primarily from sales of its products and services when the following criteria are met: persuasive evidence of an
arrangement exists; delivery has occurred; the selling price is fixed or determinable; and collectability is reasonably assured. At times, the Company sells
products and services, or performs software development, under multiple-element arrangements with separate units of accounting; in these situations, total
consideration is allocated to the identified units of accounting based on their relative selling prices and revenue is then recognized for each unit based on its
specific characteristics.

 
Amounts billed to customers for shipping and handling are included in revenue when the related product or service revenue is recognized. Shipping and
handling costs are included in cost of sales.

 
Revenue from sales of QuickFISH, PNA FISH and XpressFISH diagnostic test products
Revenue is recognized upon shipment to the customer. Sales are recorded net of accruals for estimated rebates, discounts and other deductions and returns.
 
Revenue from providing laboratory services
The Company recognizes revenue associated with laboratory services contracts when the service has been performed and reports are made available to the
customer.
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Revenue from funded software development arrangements
The Company’s funded software development arrangements generally consist of multiple elements. Total arrangement consideration is allocated to the
identified units of accounting based on their relative selling prices and revenue is then recognized for each unit based on its specific characteristics. When
funded software development arrangements include substantive research and development milestones, revenue is recognized for each such milestone when
the milestone is achieved and is due and collectible. Milestones are considered substantive if all of the following conditions are met: (1) the milestone is
nonrefundable; (2) achievement of the milestone was not reasonably assured at the inception of the arrangement; (3) substantive effort is involved to achieve
the milestone; and (4) the amount of the milestone appears reasonable in relation to the effort expended, the other milestones in the arrangement and the
related risk associated with achievement of the milestone.
 
Revenue from license arrangements
The Company recognizes revenue from licenses of its technologies over the applicable license term.
 
Revenue from sales of the Argus System
When an Argus System is sold without the Genome Builder software, total arrangement consideration is recognized as revenue when the system is delivered
to the customer. Ancillary performance obligations, including installation, limited customer training and limited consumables, are considered inconsequential
and are combined with the Argus System as one unit of accounting.

 
When an Argus System is sold with the Genome Builder software in a multiple-element arrangement, total arrangement consideration is allocated to the
Argus System and to the Genome Builder software based on their relative selling prices. Selling prices are determined based on sales of similar systems to
similar customers and, where no sales have occurred, on management’s best estimate of the expected selling price relative to similar products. Revenue
related to the Argus System is recognized when it is delivered to the customer; revenue for the Genome Builder software is recognized when it is delivered to
the customer.

 
Revenue from sales of Genome Builder Software and consumables (on a stand-alone basis)
Revenue is recognized for Genome Builder Software and for consumables, when sold on a standalone basis, upon delivery to the customer.

 
Revenue from extended warranty service contracts
The Company recognizes revenue associated with extended warranty service contracts over the service period in proportion to the costs expected to be
incurred over that same period.

 
Share-based compensation
Share-based compensation expense is recognized at fair value. The fair value of share-based compensation to employees and directors is estimated, on the
date of grant, using the Black-Scholes model. The resulting fair value is recognized ratably over the requisite service period, which is generally the vesting
period of the option. For all time-vesting awards granted, expense is amortized using the straight-line attribution method. Share-based compensation expense
recognized is based on the value of the portion of stock-based awards that is ultimately expected to vest during the period.

 
Option valuation models, including the Black-Scholes option pricing model, require the input of highly subjective assumptions, and
changes in the assumptions used can materially affect the grant-date fair value of an award. These assumptions include the risk-free
rate of interest, expected dividend yield, expected volatility and the expected life of the award.
 
Income taxes
Income taxes are accounted for under the asset and liability method. Deferred tax assets and liabilities are recognized for the expected future tax
consequences attributable to temporary differences between financial statement carrying amounts of existing assets and liabilities and their respective tax
basis. Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary
differences are expected to be recovered or settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the
period that includes the enactment date. A valuation allowance is established when necessary to reduce deferred income tax assets to the amount expected to
be realized.

 
Tax benefits are initially recognized in the financial statements when it is more likely than not the position will be sustained upon examination by the tax
authorities. Such tax positions are initially, and subsequently, measured as the largest amount of tax benefit that is greater than 50% likely of being realized
upon ultimate settlement with the tax authority, assuming full knowledge of the position and all relevant facts.

 
The Company had federal net operating loss (“NOL”) carryforwards of $90.3 million at December 31, 2015. Despite the NOL carryforwards, which begin to
expire in 2022, the Company may have future tax liability due to alternative minimum tax or state tax requirements. Also, use of the NOL carryforwards may
be subject to an annual limitation as provided by Section 382 of the Internal Revenue Code of 1986, as amended (the “Code”). To date, the Company has not
performed a formal study to determine if any of its remaining NOL and credit attributes might be further limited due to the ownership change rules of
Section 382 or Section 383 of the Code. The Company will continue to monitor this matter going forward. There can be no assurance that the NOL
carryforwards will ever be fully utilized.
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Loss per share
Basic loss per share is computed by dividing net loss available to common stockholders by the weighted average number of shares of common stock
outstanding during the period.

 
For periods of net income, and when the effects are not anti-dilutive, diluted earnings per share is computed by dividing net income available to common
stockholders by the weighted-average number of shares outstanding plus the impact of all potential dilutive common shares, consisting primarily of common
stock options and stock purchase warrants using the treasury stock method, and convertible preferred stock and convertible debt using the if-converted
method.

 
For periods of net loss, diluted loss per share is calculated similarly to basic loss per share because the impact of all dilutive potential common shares is anti-
dilutive. The number of anti-dilutive shares, consisting of (i) common stock options, (ii) stock purchase warrants, and (iii) prior to the IPO, convertible
preferred stock and convertible debt, exercisable or exchangeable into common stock which have been excluded from the computation of diluted loss per
share, was 16.3 million shares and 5.4 million shares as of June 30, 2016 and 2015, respectively. In 2015, the Company’s then-outstanding convertible
preferred stock, prior to its conversion in the IPO, contained non-forfeitable rights to dividends, and therefore was considered to be a participating security;
the calculation of basic and diluted income (loss) per share excludes net income (but not net loss) attributable to the convertible preferred stock from the
numerator and excludes the impact of those shares from the denominator in periods prior to the IPO.

 
Recent accounting pronouncements
In May 2014, the Financial Accounting Standards Board (“FASB”) issued guidance for revenue recognition for contracts, superseding the previous revenue
recognition requirements, along with most existing industry-specific guidance. The guidance requires an entity to review contracts in five steps: 1) identify
the contract, 2) identify performance obligations, 3) determine the transaction price, 4) allocate the transaction price, and 5) recognize revenue. The new
standard will result in enhanced disclosures regarding the nature, amount, timing, and uncertainty of revenue arising from contracts with customers. In August
2015, the FASB issued guidance approving a one-year deferral, making the standard effective for reporting periods beginning after December 15, 2017, with
early adoption permitted only for reporting periods beginning after December 15, 2016. In March 2016, the FASB issued guidance to clarify the
implementation guidance on principal versus agent considerations for reporting revenue gross rather than net, with the same deferred effective date. In April
2016, the FASB issued guidance to clarify the identification of performance obligations and licensing arrangements. In May 2016, the FASB issued guidance
addressing the presentation of sales and other similar taxes collected from customers, providing clarification of the collectibility criterion assessment, as well
as clarifying certain transition requirements. The Company is currently evaluating the impact, if any, that this guidance will have on its financial statements.

 
In August 2014, the FASB issued guidance requiring management to evaluate on a regular basis whether any conditions or events have arisen that could raise
substantial doubt about the entity’s ability to continue as a going concern. The guidance 1) provides a definition for the term “substantial doubt,” 2) requires
an evaluation every reporting period, interim periods included, 3) provides principles for considering the mitigating effect of management’s plans to alleviate
the substantial doubt, 4) requires certain disclosures if the substantial doubt is alleviated as a result of management’s plans, 5) requires an express statement,
as well as other disclosures, if the substantial doubt is not alleviated, and 6) requires an assessment period of one year from the date the financial statements
are issued. The standard is effective for the Company’s reporting year beginning January 1, 2017 and early adoption is permitted. The Company is currently
evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
In April 2015, the FASB issued accounting guidance requiring that debt issuance costs related to a recognized liability be presented on the balance sheet as a
direct reduction from the carrying amount of that debt liability, consistent with debt discounts. The recognition and measurement guidance for debt issuance
costs are not affected. The standard is effective for reporting periods beginning after December 15, 2015. The Company adopted this guidance effective
January 1, 2016 on a retrospective basis, and all periods are presented under this guidance.

 
In April 2015, the FASB issued guidance as to whether a cloud computing arrangement (e.g., software as a service, platform as a service, infrastructure as a
service, and other similar hosting arrangements) includes a software license and, based on that determination, how to account for such arrangements. If a
cloud computing arrangement includes a software license, then the customer should account for the software license element of the arrangement consistent
with the acquisition of other software licenses. If a cloud computing arrangement does not include a software license, the customer should account for the
arrangement as a service contract. The guidance is effective for reporting periods beginning after December 15, 2015, and can be adopted on either a
prospective or retrospective basis. The Company adopted this guidance for the year ended December 31, 2016, on a prospective basis. The adoption of this
new guidance did not have a material impact on the Company’s financial statements.

 
In July 2015, the FASB issued accounting guidance for inventory. Under the guidance, an entity should measure inventory within the scope of this guidance at
the lower of cost and net realizable value, except when inventory is measured using LIFO or the retail inventory method. Net realizable value is the estimated
selling price in the ordinary course of business, less reasonably predictable costs of completion, disposal, and transportation. In addition, the FASB has
amended some of the other inventory guidance to more clearly articulate the requirements for the measurement and disclosure of inventory. The standard is
effective for reporting periods beginning after December 15, 2016. The amendments in this pronouncement should be applied prospectively, with earlier
application permitted. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.
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In February 2016, the FASB issued guidance for the accounting for leases. The guidance requires lessees to recognize assets and liabilities related to long-
term leases on the balance sheet and expands disclosure requirements regarding leasing arrangements. The guidance is effective for reporting periods
beginning after December 15, 2018 and early adoption is permitted. The guidance must be adopted on a modified retrospective basis and provides for certain
practical expedients. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
In March 2016, the FASB issued guidance to clarify the requirements for assessing whether contingent call or put options that can accelerate the payment of
principal on debt instruments are clearly and closely related to their debt hosts. The guidance is effective for reporting periods beginning after December 15,
2016, and early adoption is permitted. Entities are required to apply the guidance to existing debt instruments using a modified retrospective transition method
as of beginning of the fiscal year of adoption. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on
its financial statements.

 
In March 2016, the FASB issued guidance simplifying the accounting for and financial statement disclosure of stock-based compensation awards. Under the
guidance, all excess tax benefits and tax deficiencies related to stock-based compensation awards are to be recognized as income tax expenses or benefits in
the income statement and excess tax benefits should be classified along with other income tax cash flows in the operating activities section of the statement of
cash flows. Under the guidance, companies can also elect to either estimate the number of awards that are expected to vest or account for forfeitures as they
occur. In addition, the guidance amends some of the other stock-based compensation awards guidance to more clearly articulate the requirements and cash
flow presentation for withholding shares for tax-withholding purposes. The guidance is effective for reporting periods beginning after December 15, 2016 and
early adoption is permitted, though all amendments of the guidance must be adopted in the same period. The adoption of certain amendments of the guidance
must be applied prospectively, and adoption of the remaining amendments must be applied either on a modified retrospective basis or retrospectively to all
periods presented. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
The Company has evaluated all other issued and unadopted Accounting Standards Updates and believes the adoption of these standards will not have a
material impact on its results of operations, financial position, or cash flows.

 
Note 4 – Business combination

 
On July 14, 2015, the Company acquired 100% of the capital stock of AdvanDx in the Merger in a taxable transaction. AdvanDx researched, developed and
marketed advanced in vitro diagnostic kits for the diagnosis and prevention of infectious diseases, and sold its products principally to hospitals and clinical
laboratories in the United States and Europe. The Company acquired AdvanDx principally to use AdvanDx’s diagnostic capabilities with respect to MDROs
and leverage AdvanDx’s relationships with hospitals and clinical laboratories to accelerate the sales of all of OpGen’s products and services.

 
Pursuant to an Agreement and Plan of Merger (the “Merger Agreement”), Velox Acquisition Corp. merged with and into AdvanDx, Inc. with AdvanDx, Inc.
surviving as a wholly owned subsidiary of the Company in accordance with the General Corporation Law of the State of Delaware. Under the terms of the
Merger Agreement, the merger consideration consisted of an aggregate 681,818 shares of the Company’s common stock with a value of $2.6 million (the
“Merger Consideration”), which Merger Consideration was distributed in accordance with the liquidation preferences set forth in the AdvanDx, Inc. Restated
Certificate of Incorporation, as amended.

 
The Company accounted for the acquisition of AdvanDx by recording all tangible and intangible assets acquired and liabilities assumed at their estimated fair
values on the acquisition date, with the remaining unallocated purchase price recorded as goodwill. The fair value assigned to identifiable intangible assets
acquired was determined using an income approach for trade names and customer relationships, and a cost approach for technology. The Company received
carryover tax basis in the acquired assets and liabilities and no tax basis in the intangible assets (including goodwill) established on the acquisition date. As a
result, the Company recognized deferred tax assets related to foreign taxing jurisdictions of $4.3 million (fully offset by a corresponding valuation allowance)
and net deferred tax liabilities of $0.1 million in the U.S. taxing jurisdiction. The net deferred tax liability in the U.S. taxing jurisdiction resulted in an income
tax benefit related to a reduction in the Company’s previously established valuation allowance (which reduction is accounted for outside of purchase
accounting). The following represents the allocation of the purchase price (as adjusted for measurement period adjustments):
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Total purchase price - fair value of common stock issued  $ 2,584,090 
     
Fair value of tangible assets acquired:     

Cash  $ 1,367,211 
Receivables   536,406 
Inventory   881,273 
Property and equipment   245,479 
Other assets   359,587 

Fair value of identifiable intangible assets acquired:     
Customer relationships   1,094,000 
Developed technology   458,000 
Trademarks and tradenames   461,000 

Goodwill   600,814 
     
Deferred tax liabilities, net   129,095 
Fair value of liabilities assumed   3,290,585 
  $ 2,584,090 

  
The total consideration paid in the acquisition exceeded the estimated fair value of the tangible and identifiable intangible assets acquired and liabilities
assumed, resulting in approximately $0.6 million of goodwill. Goodwill, primarily related to expected synergies gained from combining operations, sales
growth from future product offerings and customers, together with certain intangible assets that do not qualify for separate recognition, including assembled
workforce, is not tax deductible.

 
Adjustments to goodwill
In the fourth quarter of 2015, the Company adopted new accounting guidance with respect to the accounting for measurement period adjustments resulting
from business combinations. Under the new guidance, the Company is required to recognize adjustments to provisional amounts identified during the
measurement period in the reporting period in which the adjustments are determined and disclose the portion of the amount recorded in current-period losses
by line item that would have been recorded in previous reporting periods if the adjustment had been recognized as of the acquisition date.

 
During the fourth quarter of 2015, as a result of obtaining new information about facts and circumstances that existed as of the acquisition date, the Company
adjusted the provisional estimated fair values of certain acquired assets and liabilities acquired in the Merger, resulting in an increase in goodwill recognized
of $345,781. During the first quarter of 2016, the Company identified an additional adjustment to the provisional estimated fair values, resulting in a decrease
in goodwill recognized of $36,714.

   
Pro forma disclosures (unaudited)
The following unaudited pro forma financial information summarizes the results of operations for the six and three months ended June 30, 2015 as if the
Merger had been completed as of January 1, 2015. Pro forma information primarily reflects adjustments relating to (i) elimination of the interest on
AdvanDx’s outstanding debt, and (ii) the amortization of intangibles acquired. The pro forma amounts do not purport to be indicative of the results that would
have actually been obtained if the acquisition occurred as of January 1, 2015 or that may be obtained in the future:

 

  
Six Months 

Ended June 30,   
Three Months

Ended June 30,  
Unaudited pro forma results  2015   2015  
       
Revenues  $ 2,777,110  $ 1,347,424 
Net loss  $ (11,344,367)  $ (7,547,328)
Net loss per share  $ (2.78)  $ (1.07)
 

Note 5 – 2015 Merck GHI financing
 

On July 14, 2015, as a condition of the Merger, the Company entered into the Purchase Agreement with Merck GHI, pursuant to which Merck GHI purchased
1,136,364 shares of common stock of the Company at $4.40 per share for gross proceeds of $5.0 million. Pursuant to the Purchase Agreement, the Company
also issued to Merck GHI a 8% Senior Secured Promissory Note (the “Note”) in the principal amount of $1.0 million with a two-year maturity date from the
date of issuance. The Company’s obligations under the Note are secured by a lien on all of the Company’s assets. Under the Purchase Agreement, Merck GHI
has the right to participate in future securities offerings made by the Company. Also in July 2015, the Company entered into a Registration Rights Agreement
with Merck GHI and the AdvanDx stockholders who received shares of the Company’s common stock in the Merger, which will require the Company to
register such shares of Company common stock for resale by such holders in the future.
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The Company incurred issuance costs of approximately $50,000 related to the financing, of which approximately $8,000 was deferred as debt issuance costs
and netted against notes payable in the accompanying condensed consolidated balance sheets as a result of the Company’s adoption of new accounting
guidance in 2016, and are being amortized as interest expense over the life of the Note, and $42,000 was charged to additional paid-in capital.

 
Note 6 - Fair value measurements

 
The Company classifies its financial instruments using a three-tier fair value hierarchy, which prioritizes the inputs used in measuring fair value. These tiers
include:
 

· Level 1 - defined as observable inputs such as quoted prices in active markets;
· Level 2 - defined as inputs other than quoted prices in active markets that are either directly or indirectly observable; and
· Level 3 - defined as unobservable inputs in which little or no market data exists, therefore requiring an entity to develop its own assumptions

such as expected revenue growth and discount factors applied to cash flow projections.
 

Financial assets and liabilities measured at fair value on a recurring basis
The Company evaluates financial assets and liabilities subject to fair value measurements on a recurring basis to determine the appropriate level at which to
classify them each reporting period. This determination requires the Company to make subjective judgments as to the significance of inputs used in
determining fair value and where such inputs lie within the hierarchy.

 
Prior to its IPO, certain stock purchase warrants contained cash settlement features and, accordingly, the Company considered them to be derivative financial
instruments and accounted for them at fair value using level 3 inputs. As a result of the Company’s IPO and elimination of the cash settlement features
pursuant to their terms, those stock purchase warrants were reclassified to equity. For periods prior to the IPO, the Company determined the fair value of these
derivative liabilities using a hybrid valuation method that consisted of a probability weighted expected return method that values the Company’s equity
securities assuming various possible future economic outcomes while using an option pricing method (that treated all equity linked instruments as call options
on the Company’s equity value with exercise prices based on the liquidation preference of the then-outstanding Series A redeemable convertible preferred
stock) to estimate the allocation of value within one or more of the scenarios. Using this hybrid method, unobservable inputs included the Company’s equity
value, the exercise price for each option value, expected timing of possible economic outcomes such as initial public offering, risk free interest rates and stock
price volatility. The following tables set forth a summary of changes in the fair value of Level 3 liabilities measured at fair value on a recurring basis for the
year ended December 31, 2015:
 

Description  

Balance at 
December 31,

2014   
Established in 

2015   
Change in
Fair Value   

Reclassified to
Equity   

Balance at 
December 31, 

2015  
                     
Derivative warrant liability  $ -  $ 72,333  $ 647,342  $ (719,675)  $ - 
 
The Company has no financial assets and liabilities measured at fair value on a recurring basis as of June 30, 2016.

 
Financial assets and liabilities carried at fair value on a non-recurring basis
The Company does not have any financial assets and liabilities measured at fair value on a non-recurring basis.

 
Non-financial assets and liabilities carried at fair value on a recurring basis
The Company does not have any non-financial assets and liabilities measured at fair value on a recurring basis.

 
Non-financial assets and liabilities carried at fair value on a non-recurring basis
The Company measures its long-lived assets, including property and equipment and intangible assets (including goodwill), at fair value on a non-recurring
basis when they are deemed to be impaired. No such fair value impairment was recognized in the six and three months ended June 30, 2016 and 2015.

 
See Note 4 for a discussion of the fair value of assets acquired and liabilities assumed in the Merger.
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Note 7 - Debt

 
In connection with the IPO, all the Company’s then-outstanding demand notes and convertible notes were exchanged for units in the Company’s IPO or
otherwise were converted into Series A redeemable convertible preferred stock and subsequently converted into shares of common stock. A short-term 8%
promissory note for $150,000 issued in April 2015 was repaid in cash in June 2015. In July 2015, the Company issued a $1.0 million 8% senior secured
promissory note to Merck GHI (see Note 5).
 
As of June 30, 2016, the Company’s outstanding debt consisted of the $1.0 million Note issued to Merck GHI that is due in July 2017, along with a financing
arrangement for the Company’s insurance with a note balance of approximately $0.2 million with final payment scheduled for January 2017. As of December
31, 2015, the only debt outstanding was the $1.0 million Note issued to Merck GHI.

 
Demand notes
In the fourth quarter of 2014 and first quarter of 2015, the Company raised a total of $2.3 million through the issuance of short-term demand notes. In the first
quarter of 2015, $0.3 million of demand notes, held by an entity controlled by our chief executive officer, were settled as partial payment for a 2015
convertible note. All then-outstanding demand notes were tendered as payment for 350,000 units in the Company’s IPO (see Note 8). Prior to settlement, the
demand notes bore interest at 8% per annum, had a first priority security interest in the assets of the Company, and a term of approximately four months.

 
2014 convertible debt
In July, August and September 2014, the Company raised $1.5 million through the issuance of convertible debt. All outstanding 2014 convertible debt was
converted into Series A redeemable convertible preferred stock and then into 1,500,000 shares of common stock in connection with the Company’s IPO (see
Note 8). Prior to its conversion, the debt was convertible, at the option of the holders or in certain cases at the Company’s option, into shares of Series A
redeemable convertible preferred stock or other potential equity securities, bore interest at 8% and was due in full on July 11, 2015.

 
2015 convertible debt
In February and March 2015, the Company raised $1.5 million in capital through the issuance of 8% secured convertible notes with detachable stock purchase
warrants. All outstanding 2015 convertible debt was converted into Series A redeemable convertible preferred stock and then into 1,875,000 shares of
common stock in connection with the Company’s IPO (see Note 8). Prior to its conversion, the 2015 convertible notes were prepayable by the Company
without penalty at any time following the three-month anniversary of the closing of the IPO (provided that before the six-month anniversary of the closing of
an IPO, the 2015 convertible notes could only be prepaid out of newly issued capital subsequent to the IPO), and were puttable by the holder to the Company
in the event of a defined default. The 2015 convertible notes were each convertible, at the election of the holder, into (i) shares of Series A redeemable
convertible preferred stock, at a conversion rate of 1.25 shares of Series A redeemable convertible preferred stock for each $1.00 converted if the conversion
occurs prior to closing of an IPO, or (ii) shares of common stock at a conversion rate of one share of common stock for each $1.00 converted if the conversion
occurs after the closing of an IPO.

 
The conversion option embedded in the convertible notes was determined to contain beneficial conversion features, resulting in the bifurcation of those
features as an equity instrument (resulting in an additional debt discount) at issuance. After allocation of the gross proceeds to the detachable stock purchase
warrants (discussed below) and beneficial conversion feature, the total debt discount recognized was equal to the face value of the 2015 convertible notes.
Upon conversion in May 2015, the remaining unamortized beneficial conversion feature of approximately $1.5 million was charged to interest expense in the
accompanying condensed consolidated statement of operations and comprehensive loss. Remaining unamortized deferred financing costs of $71,421 were
also charged to interest expense upon conversion.
 
The 2015 convertible note holders also received detachable stock purchase warrants exercisable for 225,011 shares of common stock at 110% of the IPO price
and exercisable only if the IPO occurred, and then exercisable beginning on the six-month anniversary of the closing of the IPO. Prior to the IPO, as a result
of net settlement features, the stock purchase warrants were considered derivative liabilities, were initially recorded at fair value (resulting in a debt discount)
and were marked-to-market at each balance sheet date through earnings. As a result of the elimination of the net settlement features in the IPO, the stock
purchase warrants were marked to fair value of $0.7 million on May 8, 2015 and then reclassified to equity.

 
Total interest expense on all debt instruments was $68,383 and $1,729,371 in the six months ended June 30, 2016 and 2015, respectively, and $26,649 and
$1,632,974 in the three months ended June 30, 2016 and 2015, respectively.

 
Note 8 - Stockholders’ equity

 
As of June 30, 2016, the Company has 200,000,000 shares of authorized common shares and 19,353,126 issued and outstanding, and 10,000,000 of
authorized preferred shares, of which 2,309,428 were issued or outstanding.
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On May 19, 2016 and June 27, 2016, the Company offered and sold units in a private offering to members of management and employees and to accredited
investors, including Merck GHI and jVen Capital, each unit consisting of either (i) one share of common stock and a detachable stock purchase warrant to
purchase an additional 0.75 shares of common stock, or (ii) one share of non-voting convertible preferred stock and a detachable stock purchase warrant to
purchase an additional 0.75 shares of common stock, at a price of $1.14 per unit. The total net proceeds to the Company, after deducting offering commissions
and expenses was $9.5 million. Pursuant to the private placement the Company issued 6,744,127 shares of common stock, 2,309,428 of Series A non-voting
convertible preferred stock and stock purchase warrants to acquire an additional 6,790,169 shares of common stock. Under the purchase agreement, the
Company granted registration rights to the investors in the private financing. The Company filed a registration statement on Form S-3 on June 13, 2016 to
register for resale, from time to time, of the shares of common stock issued, or underlying the preferred stock and warrants issued, in the private offering.

 
Each share of Series A non-voting convertible preferred stock is convertible at the option of the holder in whole or in part and from time to time into one
share of common stock, is entitled to dividends on as “as converted basis” when and if dividends are issued to common stockholders, and participates in
liquidation on a pari passu basis with common stockholders. The preferred stock is classified as permanent equity. The stock purchase warrants issued as part
of the units are exercisable $1.3125 per share beginning 90 days after closing for five years, expiring on May 18, 2021. The warrants are classified as
permanent equity at June 30, 2016. In connection with the issuance of Series A non-voting convertible preferred stock, the Company recognized a beneficial
conversion feature of $332,550 as a deemed dividend to the preferred shareholders.
 
In July 2015, the Company issued 1,136,364 shares of common stock to Merck GHI for cash consideration of $5.0 million (see Note 5).
 
On May 8, 2015, the Company completed its IPO pursuant to which the Company offered and sold 2,850,000 units, each unit consisting of one share of
common stock and a detachable stock purchase warrant to purchase an additional share of common stock, at an initial offering price of $6.00 per unit. Of the
total gross proceeds of $17.1 million, approximately $2.1 million was used to satisfy outstanding demand notes by exchanging such notes for 350,000 units in
the IPO. After considering the demand notes, and underwriting discounts, commissions and offering expenses of $2.9 million (which were charged to
additional paid-in capital), the total net cash proceeds to the Company was $12.1 million. On the IPO closing date, the underwriters exercised a portion of
their over-allotment option to acquire an additional 422,500 stock purchase warrants for cash of $4,225. In connection with the IPO, all of the Company’s
outstanding Series A redeemable convertible preferred stock, 2014 convertible notes and 2015 convertible notes were converted into 7,374,852 shares of
common stock.

 
The stock purchase warrants issued as part of the units (including over-allotment option) are exercisable for 3,272,500 shares of common stock at $6.60 per
share beginning six months after the closing of the IPO for five years, expiring on May 8, 2020. Additionally, the Company issued additional warrants to its
investment bankers to purchase 185,250 shares of common stock, on the same terms as the warrants issued with the units. The warrants were valued using the
Black-Scholes option pricing model and are classified as equity.

 
Stock options
In 2002, the Company adopted the 2002 Stock Option and Restricted Stock Plan (the “2002 Plan”), pursuant to which the Company’s Board of Directors
could grant either incentive stock options or non-qualified stock options, shares of restricted stock, shares of unrestricted common stock, and other share-
based awards to officers and employees. In 2008, the Company adopted the 2008 Stock Option and Restricted Stock Plan (the “2008 Plan”), pursuant to
which the Company’s Board of Directors may grant either incentive or non-qualified stock options or shares of restricted stock to directors, key employees,
consultants and advisors.
 
In April 2015, the Company adopted, and the Company’s stockholders approved, the 2015 Equity Incentive Plan (the “2015 Plan”); the 2015 Plan became
effective upon the execution and delivery of the underwriting agreement for the Company’s IPO. Following the effectiveness of the 2015 Plan, no further
grants will be made under the 2002 Plan or 2008 Plan. The 2015 Plan provides for the granting of incentive stock options within the meaning of Section 422
of the Code to employees and the granting of non-qualified stock options to employees, non-employee directors and consultants. The 2015 Plan also provides
for the grants of restricted stock, restricted stock units, stock appreciation rights, dividend equivalents and stock payments to employees, non-employee
directors and consultants.

 
Under the 2015 Plan, the aggregate number of shares of the common stock authorized for issuance may not exceed (1) 1,355,000 plus (2) the sum of the
number of shares subject to outstanding awards under the 2008 Plan as of the 2015 Plan’s effective date, that are subsequently forfeited or terminated for any
reason before being exercised or settled, plus (3) the number of shares subject to vesting restrictions under the 2008 Plan as of the 2015 Plan’s effective date
that are subsequently forfeited. In addition, the number of shares that have been authorized for issuance under the 2015 Plan will be automatically increased
on the first day of each fiscal year beginning on January 1, 2016 and ending on (and including) January 1, 2025, in an amount equal to the lesser of (1) 4% of
the outstanding shares of common stock on the last day of the immediately preceding fiscal year, or (2) another lesser amount determined by the Company’s
Board of Directors. Shares subject to awards granted under the 2015 Plan that are forfeited or terminated before being exercised or settled, or are not
delivered to the participant because such award is settled in cash, will again become available for issuance under the 2015 Plan. However, shares that have
actually been issued shall not again become available unless forfeited. As of June 30, 2016, 205,981 shares remain available for issuance under the 2015 Plan,
which includes 501,907 shares automatically added to the 2015 Plan on January 1, 2016.
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On April 28, 2016, the Board of Directors of the Company made a stock option award to Evan Jones, the Company’s Chief Executive Officer (“CEO”) and
Chairman of the Board. The non-qualified stock option award to acquire 766,500 shares of common stock represented approximately 6% of outstanding
shares of common stock as of the date of the award. The stock option grant has an exercise price of $1.35 per share, a ten year term and a vesting schedule of
25% vesting of the award on the first annual anniversary of the date of grant and then 6.25% vesting each quarter thereafter over three additional years. The
plan under which the award was made incorporates by reference the provisions of the Company’s 2015 Plan applicable to stock option awards. The stock
option award was contingent on receipt of stockholder approval, as the award was made outside of the Company’s stockholder-approved incentive plans. The
stockholders approved the stock option award at the Company’s Annual Meeting of Stockholders held on June 22, 2016.

 
For the six and three months ended June 30, 2016 and 2015, the Company recognized stock compensation expense as follows: 

 
  Three months ended June 30,   Six months ended June 30,  
  2016   2015   2016   2015  
Costs of services  $ 696  $ -  $ 5,008  $ - 
Research and development   73,204   70,288   135,422   106,684 
General and administrative   177,025   199,179   349,128   282,478 
Sales and marketing   15,474   50,681   38,338   521,529 
  $ 266,399  $ 320,148  $ 527,896  $ 910,691 

  
No income tax benefit for stock-based compensation arrangements was recognized in the condensed consolidated statements of operations and
comprehensive loss due to the Company’s net loss position.

 
During the six and three months ended June 30, 2016, the Company granted stock options to acquire 1,374,150 and 1,344,150 shares of common stock,
respectively, at a weighted average exercise price of $1.41 per share. The 2016 awards had a weighted average grant date fair value of $0.68 per share. The
Company has total stock options to acquire 3,395,445 shares of common stock outstanding at June 30, 2016.

 
Restricted stock units
In March 2014, the Company awarded restricted stock units to acquire 130,640 shares of common stock to its Chief Executive Officer (“CEO”). The
restricted stock units were compensation for his service as CEO from October 2013 through June 2014 and were subject to forfeiture if he did not continue to
perform management services through October 24, 2014. The restricted stock units vested on October 24, 2014 and 130,640 shares of common stock were
issued to the CEO. In the fourth quarter of 2015, the Company granted additional restricted stock units to acquire 75,000 shares of common stock, with a
weighted average grant date fair value of $1.70 per share, all of which remain outstanding as of June 30, 2016.

 
Stock purchase warrants
At June 30, 2016, the following warrants to purchase shares of common stock were outstanding:
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Issuance  
Exercise 

Price   Expiration  

Shares of 
Common Stock

Subject to 
Warrants  

August 2007  $ 7.91  August 2017   8,921 
March 2008  $ 790.54  March 2018   46 

November 2009  $ 7.91  November 2019   6,674 
January 2010  $ 7.91  January 2020   6,674 
March 2010  $ 7.91  March 2020   1,277 

November 2011  $ 7.91  November 2021   5,213 
December 2011  $ 7.91  December 2021   664 

March 2012  $ 109.90  March 2019   4,125 
February 2015  $ 6.60  February 2025   225,011 

May 2015  $ 6.60  May 2020   3,457,750 
May 2016  $ 1.31  May 2021   4,739,348 
June 2016  $ 1.31  May 2021   2,050,821 

         10,506,524 

 
The warrants listed above were issued in connection with various debt, equity or development contract agreements. The warrants issued in February 2015
were initially classified as a liability since the exercise price was variable. The exercise price became fixed as a result of the Company’s IPO and, as such, the
warrant liability was marked to fair value at that time and reclassified to equity (see Note 6).

  
Note 9 - Commitments and contingencies

 
Operating leases
During the second quarter 2015, the Company extended the term of its Gaithersburg, Maryland office lease, effective May 7, 2015, through January 31, 2021,
with one additional five-year renewal at the Company’s election. The Company is responsible for all utilities, repairs, insurance, and taxes under this
operating lease. Effective July 1, 2015, the Company further modified its lease agreement to add additional leased space to its headquarters. The Company
also leases a facility in Woburn, Massachusetts under an operating lease that expires in January 2017. Additionally, the Company leases office space in
Denmark; this lease is currently on a month-to-month basis. Rent expense under the Company’s facility operating leases for the six months ended June 30,
2016 and 2015 was $502,389 and $380,641, respectively.

 
Capital leases
The Company leases computer equipment, office furniture, and equipment under various capital leases. The leases expire at various dates through 2020. The
leases require monthly principal and interest payments.

 
Registration and other shareholder rights
In connection with the various investment transactions, the Company entered into registration rights agreements with stockholders, pursuant to which the
investors were granted certain demand registration rights and/or piggyback and/or resale registration rights in connection with subsequent registered offerings
of the Company’s common stock.

 
Note 10 - License agreements, research collaborations and development agreements

 
The Company is a party to three license agreements to acquire certain patent rights and technologies. Royalties are incurred upon the sale of a product or
service which utilizes the licensed technology. Certain of the agreements require the Company to pay minimum royalties or license maintenance fees. The
Company recognized net royalty expense (income) of $145,802 and ($21,221) for the six months ended June 30, 2016 and 2015, respectively. The Company
recognized net royalty expense (income) of $75,948 and ($44,526) for the three months ended June 30, 2016 and 2015, respectively. Income amounts shown
for 2015 reflect the April 2015 re-negotiation of one of the Company’s license agreements, that reduced the Company’s annual minimum royalties under that
agreement. In 2016, future minimum royalty fees are approximately $270,000 under these agreements.

 
In September 2013, the Company entered into a technology development agreement with Hitachi High-Technologies Corporation (“Hitachi”) that included
fixed milestone payments for meeting development milestones under the agreement. Since the milestones were substantive, the Company recognized revenue
in the periods in which the substantive milestones were achieved. In addition, the Company received an upfront payment, which was recognized on a straight-
line basis over the term of the technology development agreement, which ended in December 2015. The Company recognized total revenue of $280,560 and
$27,780 during the six and three months ended June 30, 2015, respectively (none in 2016) relating to this arrangement.
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In June 2016, the Company entered into a license agreement with Hitachi, pursuant to which it resolved various matters with respect to previously delivered
milestones under the technology development agreement and provided a development license and commercial products license to certain technology. The
license agreement contains non-contingent multiple elements (the licenses) that the Company determined did not have stand alone value, and a contingent
substantive milestone. The licenses are treated as a single unit of accounting and the Company will recognize the revenue associated with that unit of
accounting over the applicable license period. During the quarter ended June 30, 2016, the Company recognized $125,000 of revenue related to the license
agreement.

  
Note 11 - Related party transactions

 
In March 2014, the Company entered into a supply agreement with Fluidigm Corporation (“Fluidigm”) under which Fluidigm supplies the Company with its
microfluidic test platform for use in manufacturing the Acuitas MDRO Gene Test. The Company’s CEO and Chairman of the Board of Directors is a director
of Fluidigm. On July 12, 2015, the Company entered into a letter agreement (the “Fluidigm Agreement”) with Fluidigm to expand the companies’ existing
relationship to include collaborating on the development of test kits and custom analytic instruments for identification, screening and surveillance testing of
MDROs. The Fluidigm Agreement also expands the existing Supply Agreement between the Company and Fluidigm, and provides for expansion of the gene
targets and organisms to be tested on the Company’s existing CLIA lab-based tests, the Acuitas MDRO Gene Test and the Acuitas Resistome Test, using
Fluidigm technologies and products. Additionally, Fluidigm has agreed not to develop or directly collaborate with any third party to develop an FDA
approved or CE-marked diagnostic test for the purpose of detecting resistome genes for identified MDROs if the Company meets certain minimum purchase
commitments and other requirements. The initial term of the Fluidigm Agreement is five years. Both parties have the ability to extend the term for an
additional five years. Under the expanded Supply Agreement, the term was extended until March 17, 2018, and the Company has the right to extend the term
of the Supply Agreement for up to two additional three-year terms. The Company paid $160,089 and $142,935 related to these agreements in the six months
ended June 30, 2016 and 2015, respectively, and $66,865 and $55,907 related to these agreements in the three months ended June 30, 2016 and 2015,
respectively.

 
In the six months ended June 30, 2016 and 2015, the Company had $67,775 and $125,798, respectively, of inventory purchases under the agreements with
Fluidigm. In the three months ended June 30, 2016 and 2015, the Company had $0 and $42,282, respectively, of inventory purchases under the agreements
with Fluidigm.
 
In addition, the Company has several capital lease arrangements for laboratory equipment manufactured by Fluidigm. The Company paid $90,212 and
$29,706 related to the leased equipment in the six months ended June 30, 2016 and 2015, respectively, and $45,106 and $14,853 related to the leased
equipment in the three months ended June 30, 2016 and 2015, respectively.

 
Note 12 – Subsequent events

 
On July 20, 2016, the Company’s registration statement on Form S-3, registering the sale of common shares underlying the Series A non-voting convertible
preferred stock, was declared effective by the SEC. Holders of the Series A non-voting convertible preferred stock subsequently converted 2,309,428 shares
of preferred stock into 2,309,428 shares of common stock.
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Item 2.    Management’s Discussion and Analysis of Financial Condition and Results of Operations

 
The following Management’s Discussion and Analysis of Financial Condition and Results of Operations should be read in conjunction with the unaudited
condensed financial statements and the accompanying notes thereto included in Part I, Item 1 of this quarterly report on Form 10-Q. This discussion contains
forward-looking statements, based on current expectations and related to future events and our future financial performance, that involve risks and
uncertainties. Our actual results may differ materially from those anticipated in these forward-looking statements as a result of many important factors,
including those set forth under Part II. Item 1A. “Risk Factors” of this quarterly report on Form 10-Q and Part 1. Item 1A of our annual report on Form 10-
K.

 
Overview

 
OpGen, Inc. (“OpGen” or the “Company”) was incorporated in Delaware in 2001. On July 14, 2015, OpGen completed the strategic acquisition (the
“Merger”) of AdvanDx, Inc. and its wholly owned subsidiary AdvanDx A/S (collectively, “AdvanDx”). Pursuant to the terms of a merger agreement, Velox
Acquisition Corp., OpGen’s wholly owned subsidiary formed for the express purpose of effecting the Merger, merged with and into AdvanDx, Inc. with
AdvanDx, Inc. surviving as OpGen’s wholly owned subsidiary. OpGen, AdvanDx, Inc. and AdvanDx A/S are collectively referred to hereinafter as the
“Company.” The Company’s headquarters are in Gaithersburg, Maryland, and its principal operations are in Gaithersburg, Maryland and Woburn,
Massachusetts. The Company also has operations in Copenhagen, Denmark. The Company operates in one business segment.

 
OpGen is a precision medicine company using molecular diagnostics and informatics to combat infectious disease. OpGen is developing molecular
information solutions to combat infectious disease in global healthcare settings, helping to guide clinicians with more rapid information about life threatening
infections, improve patient outcomes, and decrease the spread of infections caused by multidrug-resistant microorganisms. The Company’s proprietary DNA
tests and bioinformatics address the rising threat of antibiotic resistance by helping physicians and healthcare providers optimize patient care decisions and
protect the hospital biome through customized screening and surveillance solutions. The Company’s molecular information solution combines Acuitas® DNA
tests, Acuitas Lighthouse™ bioinformatics and CLIA lab services for MDRO genetic identification, antibiotic resistance gene information and surveillance,
and a proprietary data warehouse including genomic data matched with antibiotic susceptibility information for microbes and patient information from
healthcare providers. The Company is working to deliver its molecular information products and services to a global network of customers and partners. The
Acuitas DNA tests provide rapid microbial ID, and antibiotic resistance gene information. These include the QuickFISH® family of FDA-cleared and CE-
marked diagnostic products used to rapidly detect pathogens in positive blood cultures, the MDRO Gene Test to detect, type, track, and trend antibiotic
resistant organisms in real-time and a rapid antibiotic resistance test in development.

 
The Company’s operations are subject to certain risks and uncertainties. The risks include rapid technology changes, the need to manage growth, the need to
retain key personnel, the need to protect intellectual property and the need to raise additional capital financing on terms acceptable to the Company. The
Company’s success depends, in part, on its ability to develop and commercialize its proprietary technology as well as raise additional capital.

 
Recent Developments

 
Since inception, the Company has incurred, and continues to incur, significant losses from operations. The Company has funded its operations primarily
through external investor financing arrangements. The Company raised significant funds in 2016 and 2015, including:
 

· $12.1 million in net proceeds from its initial public offering (“IPO”);
· $6.0 million in net proceeds from the issuances of common stock and a senior secured promissory note to Merck Global Health Innovation Fund,

LLC (“Merck GHI”); and
· $9.5 million in net proceeds from the issuances of common stock, non-voting convertible preferred stock and stock purchase warrants in a private

placement to members of management and to accredited investors, including Merck GHI and jVen Capital.  
 

See “Liquidity and Capital Resources” below for a description of the Company’s recent financing activities.
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Results of operations for the three months ended June 30, 2016 and 2015

 
Revenues 

  
  Three months ended June 30,  
  2016   2015  
Revenue       
Product sales  $ 1,028,146  $ 319,171 
Laboratory services   29,674   28,195 
Collaboration revenue   125,000   27,780 
Total revenue  $ 1,182,820  $ 375,146 

 
Our total revenue for the three months ended June 30, 2016 increased 215%, to $1.2 million from $0.4 million, when compared to the same period in 2015.
This increase is primarily attributable to:

 
 · Product Sales: an increase in revenue of 222% in the 2016 period as compared to the 2015 period is primarily attributable to sales in 2016 of

QuickFISH and PNA FISH diagnostic products acquired from AdvanDx in July 2015;
 · Laboratory Services: an increase in revenue of 5% in the 2016 period as compared to the 2015 period as a result of increases in sales of our Acuitas

MDRO test services and Acuitas Lighthouse services; and
 · Collaboration Revenue: an increase in revenue of 350% in the 2016 period as compared to the 2015. Collaboration revenue for the three months

ended June 30, 2016 of $125,000 related to a license agreement with Hitachi High-Technologies Corporation (“Hitachi”). Collaboration revenue for
the three months ended June 30, 2015 of $27,780 related to a technology development agreement with Hitachi that ended in 2015.

 
The Company expects revenues for 2016 to exceed 2015 revenues as a result of a strategic shift away from Argus and Whole Genome Mapping product sales
and collaborations to a focus on its QuickFISH and PNAFISH diagnostic products, Acuitas MDRO test and Acuitas Lighthouse services.

 
Operating expenses 

  
  Three months ended June 30,  
  2016   2015  
       
Cost of products sold  $ 337,020  $ 48,231 
Cost of services   161,222   54,794 
Research and development   2,333,584   999,699 
General and administrative   1,777,054   1,420,219 
Sales and marketing   1,588,553   905,767 
Total operating expenses  $ 6,197,433  $ 3,428,710 

 
The Company’s total operating expenses for the three months ended June 30, 2016 increased 81%, to $6.2 million from $3.4 million, when compared to the
same period in 2015. This increase is primarily attributable to:
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 · Costs of products sold: costs of product sales for the three months ended June 30, 2016 increased 599% when compared to the same period in 2015.

The change in costs of products sold is primarily attributable to an increase in sales in 2016 of QuickFISH and PNA FISH products acquired from
AdvanDx in July 2015;

 · Costs of services: costs of services increased 194%, when compared to the same period in 2015. The change in costs of services is primarily
attributable to an increase in sales of Acuitas Lighthouse services;

 · Research and Development: an increase in expenses of 133% when compared to the same period in 2015, primarily due to the continued
development of the automation of our QuickFISH products;

 · General and Administrative: an increase in expenses of 25% when compared to the same period in 2015, primarily due to salaries of $0.2 million for
new personnel, facility costs of $0.1 million, along with other support costs; and

 · Sales and Marketing: an increase in expenses of 75% when compared to the same period in 2015, primarily due to costs associated with the
Company’s retrospective outcomes study with Intermountain Healthcare, along with the expansion of the Company’s sales force.
 

In the three months ended June 30, 2016 and 2015, the Company incurred $0 and $42,282, respectively, of inventory purchases under agreements with
Fluidigm Corporation, a related party. Fluidigm Corporation supplies the Company with its microfluidic test platform for use in manufacturing the Acuitas
MDRO Gene Test.

 
The Company expects operating expenses for 2016 to exceed 2015 operating expenses as a result of increased sales relating to a strategic shift from Argus
and Whole Genome Mapping product sales and collaborations to a focus on its QuickFISH and PNAFISH diagnostic products, Acuitas MDRO test and
Acuitas Lighthouse services.
 
Other income (expense)

 
  Three months ended June 30,  
  2016   2015  
       
Interest expense  $ (26,649)  $ (1,632,974)
Foreign currency transaction gains (losses)   (7,766)   - 
Change in fair value of derivative financial instruments   -   (679,173)
Interest income and other   (3,874)   7,127 
Total other income (expense)  $ (38,289)  $ (2,305,020)

  
Other income (expense) for the three months ended June 30, 2016 decreased to a net expense of ($38,289) from a net expense of ($2.3 million) in the same
period of 2015, and was primarily the result of a reduction in interest expense due to the settlement of a significant portion of our debt upon the closing of our
IPO and the reclassification of derivative warrant liabilities, which were reclassified to stockholders’ equity upon the closing of our IPO when their net cash-
settlement features lapsed.

 
Results of operations for the six months ended June 30, 2016 and 2015

 
Revenues 

 
  Six months ended June 30,  
  2016   2015  
Revenue         
Product sales  $ 1,975,365  $ 503,350 
Laboratory services   159,094   63,436 
Collaboration revenue   125,000   280,560 
Total revenue  $ 2,259,459  $ 847,346 

 
Our total revenue for the six months ended June 30, 2016 increased 167%, to $2.3 million from $0.8 million, when compared to the same period in 2015. This
increase is primarily attributable to:

 
 · Product Sales: an increase in revenue of 292% in the 2016 period as compared to the 2015 period is primarily attributable to sales in 2016 of

QuickFISH and PNA FISH diagnostic products acquired from AdvanDx in July 2015;
 · Laboratory Services: an increase in revenue of 151% in the 2016 period as compared to the 2015 period as a result of increases in sales of our

Acuitas MDRO test services and Acuitas Lighthouse services; and
 · Collaboration Revenue: a decrease in revenue of 55% in the 2016 period as compared to the 2015 period. Collaboration revenue for the six monthes

ended June 30, 2016 of $125,000 related to a license agreement with Hitachi. Collaboration revenue for the six months ended June 30, 2015 of
$280,560 related to a technology development agreement with Hitachi that ended in 2015.
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Operating expenses 

 
  Six months ended June 30,  
  2016   2015  
       
Cost of products sold  $ 682,987  $ 163,620 
Cost of services   476,931   150,224 
Research and development   4,287,013   2,108,301 
General and administrative   3,315,100   2,079,611 
Sales and marketing   2,987,988   1,929,796 
Total operating expenses  $ 11,750,019  $ 6,431,552 

 
The Company’s total operating expenses for the six months ended June 30, 2016 increased 83%, to $11.8 million from $6.4 million, when compared to the
same period in 2015. This increase is primarily attributable to:

  
 · Costs of products sold: costs of product sales for the six months ended June 30, 2016 increased 317% when compared to the same period in 2015.

The change in costs of products sold is primarily attributable to an increase in sales in 2016 of QuickFISH and PNA FISH products acquired from
AdvanDx in July 2015;

 · Costs of services: costs of services increased 217%, when compared to the same period in 2015. The change in costs of services is primarily
attributable to an increase in sales of Acuitas Lighthouse services;

 · Research and Development: an increase in expenses of 103% when compared to the same period in 2015, primarily due to the continued
development of the automation of our QuickFISH products;

 · General and Administrative: an increase in expenses of 59% when compared to the same period in 2015, primarily due to salaries of $0.5 million for
new personnel, public company costs of $0.3 million, share-based compensation costs of $0.1 million, facility costs of $0.1 million, along with $0.2
million of other support costs; and

 · Sales and Marketing: an increase in expenses of 55% when compared to the same period in 2015, primarily due to costs associated with the
Company’s retrospective outcomes study with Intermountain Healthcare, along with the expansion of the Company’s sales force.
 

In the six months ended June 30, 2016 and 2015, the Company incurred $67,775 and $125,798, respectively, of inventory purchases under agreements with
Fluidigm Corporation, a related party. Fluidigm Corporation supplies the Company with its microfluidic test platform for use in manufacturing the Acuitas
MDRO Gene Test.
 
Other income (expense)

  
  Six months ended June 30,  
  2016   2015  
       
Interest expense  $ (68,383)  $ (1,729,371)
Foreign currency transaction gains (losses)   3,562   - 
Change in fair value of derivative financial instruments   -   (647,342)
Interest income and other   (3,699)   7,162 
Total other income (expense)  $ (68,520)  $ (2,369,551)
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Other income (expense) for the six months ended June 30, 2016 decreased to a net expense of ($68,520) from a net expense of ($2.4 million) in the same
period of 2015, and was primarily the result of a reduction in interest expense due to the settlement of a significant portion of our debt upon the closing of our
IPO and the reclassification of derivative warrant liabilities, which were reclassified to stockholders’ equity upon the closing of our IPO when their net cash-
settlement features lapsed.
 
Liquidity and capital resources

 
At June 30, 2016, the Company had cash and cash equivalents of $8.0 million compared to $7.8 million at December 31, 2015. The Company has funded its
operations primarily through external investor financing arrangements and has raised significant funds in 2016 and 2015, including:

 
In May 2015, OpGen completed its IPO pursuant to which it offered and sold 2,850,000 units, each unit consisting of one share of common stock and a
detachable stock purchase warrant to purchase an additional share of common stock, at an initial offering price of $6.00 per unit. Of the total gross proceeds
of $17.1 million, approximately $2.1 million was used to satisfy outstanding demand notes by exchanging such notes for 350,000 units in the IPO. After
considering the demand notes, underwriting discounts and commissions and offering expenses, the total net cash proceeds were $12.1 million. On the IPO
closing date, the underwriters exercised their over-allotment option to acquire an additional 422,500 stock purchase warrants. In connection with the IPO, all
of OpGen’s outstanding Series A redeemable convertible preferred stock, 2014 convertible notes and 2015 convertible notes were converted into 7,374,852
shares of common stock.

 
In July 2015, the Company raised $6.0 million by issuing 1,136,364 shares of common stock at $4.40 per share and a $1.0 million senior secured promissory
note to Merck GHI. Also in July 2015, the Company entered into a Registration Rights Agreement with Merck GHI and the AdvanDx stockholders who
received Merger Consideration in the Merger, which will require the Company to register such shares of Company common stock for resale by such holders
in the future. Under the Purchase Agreement, Merck GHI has the right to participate in future securities offerings made by the Company.

 
In May and June 2016, the Company offered and sold units in a private offering to members of management and employees and to accredited investors,
including Merck GHI and jVen Capital, each unit consisting of either (i) one share of common stock and a detachable stock purchase warrant to purchase an
additional 0.75 shares of common stock, or (ii) one share of non-voting convertible preferred stock and a detachable stock purchase warrant to purchase an
additional 0.75 shares of common stock, at a price of $1.14 per unit. The total net proceeds to the Company, after deducting offering commissions and
expenses was $9,460,749. The Company intends to use the proceeds for working capital and general and corporate purposes. Pursuant to the private
placement the Company issued 6,744,127 shares of common stock, 2,309,428 of non-voting convertible preferred stock and stock purchase warrants to
acquire an additional 6,790,169 shares of common stock.

 
The Company believes that current cash on hand will be sufficient to fund operations into the first quarter of 2017. In the event the
Company is unable to successfully raise additional capital on or before the first quarter of 2017, the Company will not have
sufficient cash flows and liquidity to finance its business operations as currently contemplated. Accordingly, in such circumstances
the Company would be compelled to reduce general and administrative expenses and delay research and development projects,
including the purchase of scientific equipment and supplies, until it is able to obtain sufficient financing, or pursue other strategic
alternatives which may include licensing and/or partnering arrangements or mergers and acquisitions. The condensed consolidated
financial statements do not include any adjustments relating to recoverability and classification of recorded asset amounts or the
amounts and classification of liabilities that might be necessary should the Company be unable to continue in existence.
 
Sources and uses of cash

 
The Company’s principal source of liquidity is from financing activities, including issuances of equity and debt securities. The following table summarizes
the net cash and cash equivalents provided by (used in) operating activities, investing activities and financing activities for the periods indicated: 
  
  Six months ended June 30,  
  2016   2015  
       
Net cash used in operating activities  $ (9,285,141)  $ (4,581,620)
Net cash used in investing activities   (49,817)   (25,673)
Net cash provided by financing activities   9,542,658   14,073,585 
  
Net cash used in operating activities
Net cash used in operating activities for the six months ended June 30, 2016 consists primarily of our net loss of $9.7 million, reduced by certain noncash
items, including depreciation and amortization expense of $0.3 million, share-based compensation expense of $0.5 million, and the net change in operating
assets and liabilities of ($0.6) million. Net cash used in operating activities for the six months ended June 30, 2015 consists primarily of our net loss of $8.0
million, reduced by certain noncash items, including depreciation and amortization expense of $0.2 million, share-based compensation expense of $0.9
million, change in the fair value of our warrant liability of $0.6 million, noncash interest expense including that associated with the conversion of our
convertible notes in May 2015 of $1.5 million, and the net change in operating assets and liabilities of $0.2 million.
 

25 



 

 
Net cash used in investing activities
Net cash used in investing activities in the six months ended June 30, 2016 and 2015 consisted solely of purchases of property and equipment (net of proceeds
from sales of property and equipment in 2016 of $1,695).

 
Net cash provided by financing activities
Net cash provided by financing activities for the six months ended June 30, 2016 of $9.5 million consisted primarily of the net proceeds from our private
placement of common stock, non-voting convertible preferred stock and stock purchase warrants. Net cash provided by financing activities for the six months
ended June 30, 2015 of $14.1 million consisted primarily of net proceeds from our IPO and from the issuance of convertible and promissory notes.

 
Critical accounting policies and use of estimates

 
This Management's Discussion and Analysis of Financial Condition and Results of Operations is based on our unaudited condensed consolidated financial
statements, which have been prepared in accordance with GAAP. The preparation of financial statements in conformity with GAAP requires us to make
estimates and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial
statements and the reported amount of revenues and expenses during the reporting period. In our unaudited condensed consolidated financial statements,
estimates are used for, but not limited to, share-based compensation, allowances for doubtful accounts and inventories, valuation of derivative financial
instruments, beneficial conversion features of convertible debt, deferred tax assets and liabilities and related valuation allowance, and depreciation and
amortization and estimated useful lives of long-lived assets. Actual results could differ from those estimates.

 
A summary of our significant accounting policies is included in Note 3 to the accompanying unaudited condensed consolidated financial statements. Certain
of our accounting policies are considered critical, as these policies require significant, difficult or complex judgments by management, often requiring the use
of estimates about the effects of matters that are inherently uncertain. Our critical policies are summarized in Item 7. “Management’s Discussion and Analysis
of Financial Condition and Results of Operations” of our Annual Report on Form 10-K for the year ended December 31, 2015.

 
Recently issued accounting pronouncements

 
In May 2014, the Financial Accounting Standards Board (“FASB”) issued guidance for revenue recognition for contracts, superseding the previous revenue
recognition requirements, along with most existing industry-specific guidance. The guidance requires an entity to review contracts in five steps: 1) identify
the contract, 2) identify performance obligations, 3) determine the transaction price, 4) allocate the transaction price, and 5) recognize revenue. The new
standard will result in enhanced disclosures regarding the nature, amount, timing, and uncertainty of revenue arising from contracts with customers. In August
2015, the FASB issued guidance approving a one-year deferral, making the standard effective for reporting periods beginning after December 15, 2017, with
early adoption permitted only for reporting periods beginning after December 15, 2016. In March 2016, the FASB issued guidance to clarify the
implementation guidance on principal versus agent considerations for reporting revenue gross rather than net, with the same deferred effective date. In April
2016, the FASB issued guidance to clarify the identification of performance obligations and licensing arrangements. In May 2016, the FASB issued guidance
addressing the presentation of sales and other similar taxes collected from customers, providing clarification of the collectibility criterion assessment, as well
as clarifying certain transition requirements. The Company is currently evaluating the impact, if any, that this guidance will have on its financial statements.

 
In August 2014, the FASB issued guidance requiring management to evaluate on a regular basis whether any conditions or events have arisen that could raise
substantial doubt about the entity’s ability to continue as a going concern. The guidance 1) provides a definition for the term “substantial doubt,” 2) requires
an evaluation every reporting period, interim periods included, 3) provides principles for considering the mitigating effect of management’s plans to alleviate
the substantial doubt, 4) requires certain disclosures if the substantial doubt is alleviated as a result of management’s plans, 5) requires an express statement,
as well as other disclosures, if the substantial doubt is not alleviated, and 6) requires an assessment period of one year from the date the financial statements
are issued. The standard is effective for the Company’s reporting year beginning January 1, 2017 and early adoption is permitted. The Company is currently
evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
In April 2015, the FASB issued accounting guidance requiring that debt issuance costs related to a recognized liability be presented on the balance sheet as a
direct reduction from the carrying amount of that debt liability, consistent with debt discounts. The recognition and measurement guidance for debt issuance
costs are not affected. The standard is effective for reporting periods beginning after December 15, 2015. The Company adopted this guidance effective
January 1, 2016 on a retrospective basis, and all periods are presented under this guidance.
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In April 2015, the FASB issued guidance as to whether a cloud computing arrangement (e.g., software as a service, platform as a service, infrastructure as a
service, and other similar hosting arrangements) includes a software license and, based on that determination, how to account for such arrangements. If a
cloud computing arrangement includes a software license, then the customer should account for the software license element of the arrangement consistent
with the acquisition of other software licenses. If a cloud computing arrangement does not include a software license, the customer should account for the
arrangement as a service contract. The guidance is effective for reporting periods beginning after December 15, 2015, and can be adopted on either a
prospective or retrospective basis. The Company adopted this guidance for the year ended December 31, 2016, on a prospective basis. The adoption of this
new guidance did not have a material impact on the Company’s financial statements.

 
In July 2015, the FASB issued accounting guidance for inventory. Under the guidance, an entity should measure inventory within the scope of this guidance at
the lower of cost and net realizable value, except when inventory is measured using LIFO or the retail inventory method. Net realizable value is the estimated
selling price in the ordinary course of business, less reasonably predictable costs of completion, disposal, and transportation. In addition, the FASB has
amended some of the other inventory guidance to more clearly articulate the requirements for the measurement and disclosure of inventory. The standard is
effective for reporting periods beginning after December 15, 2016. The amendments in this pronouncement should be applied prospectively, with earlier
application permitted. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

  
In February 2016, the FASB issued guidance for the accounting for leases. The guidance requires lessees to recognize assets and liabilities related to long-
term leases on the balance sheet and expands disclosure requirements regarding leasing arrangements. The guidance is effective for reporting periods
beginning after December 15, 2018 and early adoption is permitted. The guidance must be adopted on a modified retrospective basis and provides for certain
practical expedients. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
In March 2016, the FASB issued guidance to clarify the requirements for assessing whether contingent call or put options that can accelerate the payment of
principal on debt instruments are clearly and closely related to their debt hosts. The guidance is effective for reporting periods beginning after December 15,
2016, and early adoption is permitted. Entities are required to apply the guidance to existing debt instruments using a modified retrospective transition method
as of beginning of the fiscal year of adoption. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on
its financial statements.

 
In March 2016, the FASB issued guidance simplifying the accounting for and financial statement disclosure of stock-based compensation awards. Under the
guidance, all excess tax benefits and tax deficiencies related to stock-based compensation awards are to be recognized as income tax expenses or benefits in
the income statement and excess tax benefits should be classified along with other income tax cash flows in the operating activities section of the statement of
cash flows. Under the guidance, companies can also elect to either estimate the number of awards that are expected to vest or account for forfeitures as they
occur. In addition, the guidance amends some of the other stock-based compensation awards guidance to more clearly articulate the requirements and cash
flow presentation for withholding shares for tax-withholding purposes. The guidance is effective for reporting periods beginning after December 15, 2016 and
early adoption is permitted, though all amendments of the guidance must be adopted in the same period. The adoption of certain amendments of the guidance
must be applied prospectively, and adoption of the remaining amendments must be applied either on a modified retrospective basis or retrospectively to all
periods presented. The Company is currently evaluating the impact, if any, that this new accounting pronouncement will have on its financial statements.

 
Contractual obligations and off-balance sheet arrangements

 
As of June 30, 2016 and December 31, 2015, we did not have any off-balance sheet arrangements, as defined in Item 303(a)(4)(ii) of Regulation S-K
promulgated by the SEC.

 
JOBS Act

 
On April 5, 2012, the JOBS Act was enacted. Section 107 of the JOBS Act provides that an “emerging growth company” can take advantage of the extended
transition period provided in Section 7(a)(2)(B) of the Securities Act, for complying with new or revised accounting standards. In other words, an “emerging
growth company” can delay the adoption of certain accounting standards until those standards would otherwise apply to private companies. We have elected
to use the extended transition period for complying with new or revised accounting standards under Section 102(b)(1) of the JOBS Act. This election allows
us to delay the adoption of new or revised accounting standards that have different effective dates for public and private companies until those standards apply
to private companies. As a result of this election, our financial statements may not be comparable to companies that comply with public company effective
dates.

 
We are in the process of evaluating the benefits of relying on other exemptions and reduced reporting requirements provided by the JOBS Act. Subject to
certain conditions set forth in the JOBS Act, as an “emerging growth company,” we intend to rely on certain of these exemptions, including without
limitation, (i) providing an auditor’s attestation report on our system of internal controls over financial reporting pursuant to Section 404(b) of the Sarbanes-
Oxley Act of 2002 and (ii) complying with any requirement that may be adopted by the PCAOB regarding mandatory audit firm rotation or a supplement to
the auditor’s report providing additional information about the audit and the financial statements, known as the auditor discussion and analysis. We will
remain an “emerging growth company” until the earliest of (i) the last day of the fiscal year in which we have total annual gross revenues of $1 billion or
more; (ii) December 31, 2019; (iii) the date on which we have issued more than $1 billion in nonconvertible debt during the previous three years; or (iv) the
date on which we are deemed to be a large accelerated filer under the rules of the SEC.
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Item 3. Quantitative and Qualitative Disclosures About Market Risk

 
As a smaller reporting company, we are not required to provide the information required by this Item.

 
Item 4. Controls and Procedures

 
Evaluation of Disclosure Controls and Procedures

 
Disclosure controls and procedures are controls and other procedures that are designed to ensure that information required to be disclosed in our reports filed
or submitted under the Exchange Act is recorded, processed, summarized and reported within the time periods specified in the SEC’s rules and forms.
Disclosure controls and procedures include, without limitation, controls and procedures designed to ensure that information required to be disclosed in our
reports filed under the Exchange Act is accumulated and communicated to management, including our principal executive officer and principal financial
officer, as appropriate, to allow timely decisions regarding required disclosure.

 
Our management has carried out an evaluation, under the supervision and with the participation of our principal executive officer and principal financial
officer, of the effectiveness of the design and operation of our disclosure controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) under the
Exchange Act), as of June 30, 2016. Based upon that evaluation, our principal executive officer and principal financial officer concluded that, as of the end of
the period covered by this report, our disclosure controls and procedures were effective. In designing and evaluating our disclosure controls and procedures,
we recognize that any controls and procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving the desired
control objectives.

 
Changes in Internal Control over Financial Reporting

 
On July 14, 2015, the Company completed the Merger by acquiring 100% of the capital stock of AdvanDx in the Merger. The Company has not yet
completed an assessment of the design and/or operating effectiveness of AdvanDx’s internal control over financial reporting. There were no changes in the
Company’s internal control over financial reporting during the quarter ended June 30, 2016 that have materially affected, or are reasonably likely to
materially affect, the Company’s internal control over financial reporting.

 
Part II. OTHER INFORMATION

 
Item 1.    Legal Proceedings

 
None.

 
Item 1A.    Risk Factors

 
The following are significant factors known to us that could materially harm our business, financial condition or operating results or could cause our actual
results to differ materially from our anticipated results or other expectations, including those expressed in any forward-looking statement made in this
quarterly report. The risks described are not the only risks facing us. Additional risks and uncertainties not currently known to us, or that we currently deem
to be immaterial, also may adversely affect our business, financial condition and operating results. If any of these risks actually occur, our business, financial
condition, and operating results could suffer significantly. These risk factors are supplemented by the Risk Factors included in Section 1.A. of our Annual
Report on Form 10-K for the year ended December 31,2015 under the headings “Risks Related to Regulation of our Business,” “Risks Related to
Compliance with Healthcare and Other Regulations”, and “Risks Related to our Intellectual Property.”
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Risks Related to our Business
 
We have a history of losses, and we expect to incur losses for the next several years. The report of our independent registered public accounting firm on
our financial statements for the years ended December 31, 2015 and 2014 contains explanatory language that substantial doubt exists about our ability to
continue as a going concern.
 
We have incurred substantial losses since our inception, and we expect to continue to incur additional losses for the next several years. For the years ended
December 31, 2015 and 2014 we had net losses of $17.4 million and $5.7 million, respectively and for the six months ended June 30, 2016 our net loss was
$9.6 million. From our inception through June 30, 2016, we had an accumulated deficit of $123.7 million. The report of our independent registered public
accounting firm on our financial statements for the years ended December 31, 2015 and 2014 contains explanatory language that substantial doubt exists
about our ability to continue as a going concern. We completed a number of financings in 2016 and 2015, including our IPO, pursuant to which we offered
and sold 2,850,000 units, each unit consisting of one share of common stock and a detachable stock purchase warrant to purchase an additional share of
common stock, at an initial offering price of $6.00 per unit, with total net cash proceeds of $12.1 million, an additional investment in our common stock in
July 2015 by Merck GHI, and a private placement financing in May and June 2016 of shares of common stock or non-voting convertible preferred stock, each
with stock purchase warrants to accredited investors, including Merck GHI and jVen Capital, for net proceeds of $9.5 million.
 
The July 2015 investment by Merck GHI includes a $1 million senior secured promissory note secured by a security interest in substantially all of our assets,
including our intellectual property assets. The secured promissory note requires interest-only payments at a rate of 8% per annum for two years, with the
principal due and payable on July 14, 2017. Such secured creditor rights could negatively impact our ability to raise money in the future. If we default on
payments under the promissory note, Merck GHI has the rights of a secured creditor. If those rights are exercised, it could have a material adverse effect on
our financial condition.
 
We expect to continue to incur significant operating expenses and anticipate that our expenses will increase due to costs relating to, among other things:
 

· commercializing our diagnostic test products and Acuitas MDRO and Acuitas Lighthouse bioinformatics services and developing rapid
molecular diagnostic products and services;

· developing, presenting and publishing additional clinical and economic utility data intended to increase clinician adoption of our current
and future products and services, including the efficacy of use of our products in MDRO surveillance activities;

· expansion of our operating capabilities;
· maintenance, expansion and protection of our intellectual property portfolio and trade secrets;
· future clinical trials;
· expansion of the size and geographic reach of our sales force and our marketing capabilities to commercialize potential future products and

services; and
· continued focus on recruiting and retaining our quality assurance and compliance personnel and activities.

 
Even if we achieve significant revenues, we may not become profitable, and even if we achieve profitability, we may not be able to sustain or increase
profitability on a quarterly or annual basis. Our failure to become and remain consistently profitable could adversely affect the market price of our common
stock and could significantly impair our ability to raise capital, expand our business or continue to pursue our growth strategy. The Company believes that
current cash on hand will be sufficient to fund operations into the first quarter of 2017. We have no committed sources of capital and may find it difficult to
raise money on terms favorable to us or at all. The failure to obtain sufficient capital to support our operations could have an adverse effect on our business,
financial condition and results of operations.
 
Our products and services may never achieve significant commercial market acceptance.
 
Our products and services may never gain significant acceptance in the marketplace and, therefore, may never generate substantial revenue or profits for us.
Our ability to achieve commercial market acceptance for our products will depend on several factors, including:
 

· our ability to convince the medical community of the clinical utility of our products and services and their potential advantages over
existing tests;

· our ability to successfully develop a surveillance services offering and convince hospitals and other healthcare providers of the patient
safety, improved patient outcomes and potential cost savings that could result despite the lack of reimbursement for such services;

· our ability to successfully develop more rapid diagnostic products and services;
· our ability to convince the medical community of the accuracy and speed of our products and services, as contrasted with the current

methods available; and
· the willingness of hospitals and physicians to use our products and services.
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Our future success is dependent upon our ability to expand our customer base.
 
The current customers we are targeting for our Acuitas MDRO test products and services are acute care hospitals, particularly those with advanced care units,
such as intensive care units, and community-based hospitals. We need to provide a compelling case for the savings, patient safety and recovery, reduced
length of stay and reduced costs that come from adopting our MDRO diagnosis and management products and services. If we are not able to successfully
increase our customer base, sales of our products and our margins may not meet expectations. Attracting new customers and introducing new products and
services requires substantial time and expense. Any failure to expand our existing customer base, or launch new products and services, would adversely affect
our ability to improve our operating results.
 
We have seen declining revenues from our current customers for our QuickFISH products as we work to automate and expand our product offerings. We may
not be successful in developing such automated and rapid diagnostic test products, which would materially, adversely affect our business.
 
Our sales cycle is lengthy and variable, which makes it difficult for us to forecast revenue and other operating results.
 
The sales cycles for our Acuitas MDRO test products and services and for our Acuitas Lighthouse services are lengthy, which makes it difficult for us to
accurately forecast revenues in a given period, and may cause revenue and operating results to vary significantly from period to period. Potential customers
for our products typically need to commit significant time and resources to evaluate our products, and their decision to purchase our products may be further
limited by budgetary constraints and numerous layers of internal review and approval, which are beyond our control. We spend substantial time and effort
assisting potential customers in evaluating our products. Even after initial approval by appropriate decision makers, the negotiation and documentation
processes for the actual adoption of our products on a facility-wide basis can be lengthy. As a result of these factors, based on our experience to date, our sales
cycle, the time from initial contact with a prospective customer to routine commercial use of our products, has varied and could be 12 months or longer,
which has made it difficult for us to accurately project revenues and operating results. In addition, the revenue generated from sales of our products may
fluctuate from time to time due to changes in the testing volumes of our customers. As a result, our results may fluctuate on a quarterly basis, which may
adversely affect the price of our common stock.
 
We are developing new diagnostic products for the more rapid identification of MDROs and antibiotic therapy selection.  If we are unable to successfully
develop, receive regulatory clearance or approval for or commercialize such new products, our business will be materially, adversely affected.
 
We are currently beginning development of a new one-hour antibiotic resistance diagnostic product that we believe could help address many of the current
issues with the need for more rapid identification of infectious diseases and testing for antibiotic resistance.  Development of new diagnostic products is
difficult and we cannot assure you that we will be successful in such product development efforts, or, if successful, that we will receive the necessary
regulatory clearances to commercialize such products.  Our intent is to identify over 100 antibiotic resistance genes to help guide clinician antibiotic therapy
decisions when test results are evaluated using the Acuitas Lighthouse.  Although we have demonstrated preliminary feasibility, such product development
efforts will require us to work collaboratively with other companies, academic and government laboratories, and healthcare providers to access sufficient
numbers of microbial isolates, develop the diagnostic tests, identify and license a third party rapid array platform, successfully conduct the necessary clinical
trials and apply for and receive regulatory clearances or approvals for the intended use of such diagnostic tests.  In addition, we would need to successfully
commercialize such products. Such product development, clearance or approval and commercialization activities are time-consuming, expensive and we are
not assured that we will have sufficient funds to successfully complete such efforts.  We currently estimate that such antibiotic resistance diagnostic tests will
be commercially available by 2019.  Any significant delays or failures in this process could have a material adverse effect on our business and financial
condition.
 
We expect to make significant additional investment in the future related to our diagnostic products and services. If we are unable to make such
investments our business will suffer.
 
We anticipate that we will need to make significant investments in the Acuitas MDRO tests and QuickFISH products and services in order to make our
business profitable. We have identified potential synergies for future rapid diagnostic test developments based on our existing product and service offerings,
but need to expend significant investments to develop such products and services. There can be no assurance that we can obtain sufficient resources or capital
from operations or future financings to support the these development activities. In the event we are unable to successfully raise additional capital, we will not
have sufficient cash flows and liquidity to finance our business operations as currently contemplated. Accordingly, in such circumstances we would be
compelled to reduce general and administrative expenses and delay research and development projects, including the purchase of scientific equipment and
supplies, until we are able to obtain sufficient financing, or pursue other strategic alternatives which may include licensing and/or partnering arrangements or
mergers and acquisitions.
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We have in the past, and in the future may, enter into collaborations with third parties to develop product and services candidates. If these collaborations
are not successful, our business could be adversely affected.
 
We have entered into licensing and collaboration agreements with third parties in the past related to our Whole Genome Mapping products and services and
may enter into additional collaborations in the future related to our MDRO and bioinformatics products and services. Such collaborations may be with
pharmaceutical companies, platform companies or other participants in our industry. We have limited control over the amount and timing of resources that
any such collaborators could dedicate to the development or commercialization of the subject matter of any such collaboration. Our ability to generate
revenues from these arrangements would depend on our and our collaborator’s abilities to successfully perform the functions assigned to each of us in these
arrangements. Our relationships with future collaborators may pose several risks, including the following:
 

· collaborators have significant discretion in determining the efforts and resources that they will apply to these collaborations;
· collaborators may not perform their obligations as expected;
· we may not achieve any milestones, or receive any milestone payments, under our collaborations, including milestones and/or payments

that we expect to achieve or receive;
· the clinical trials, if any, conducted as part of these collaborations may not be successful;
· a collaborator might elect not to continue or renew development or commercialization programs based on clinical trial results, changes in

the collaborator’s strategic focus or available funding or external factors, such as an acquisition, that diverts resources or creates competing
priorities;

· we may not have access to, or may be restricted from disclosing, certain information regarding product or services candidates being
developed or commercialized under a collaboration and, consequently, may have limited ability to inform our stockholders about the status
of such product or services candidates;

· collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with our product
candidates if the collaborators believe that competitive products are more likely to be successfully developed or can be commercialized
under terms that are more economically attractive than ours;

· product or services candidates developed in collaboration with us may be viewed by our collaborators as competitive with their own
product or services, which may cause collaborators to cease to devote resources to the commercialization of our product or services
candidates;

· a collaborator with marketing and distribution rights to one or more of our product or services candidates that achieve regulatory approval
may not commit sufficient resources to the marketing and distribution of any such product candidate;

· disagreements with collaborators, including disagreements over proprietary rights, contract interpretation or the preferred course of
development of any product or services candidates, may cause delays or termination of the research, development or commercialization of
such product or services candidates, may lead to additional responsibilities for us with respect to such product or services candidates or may
result in litigation or arbitration, any of which would be time-consuming and expensive;

· collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary information in such a way as
to invite litigation that could jeopardize or invalidate our intellectual property or proprietary information or expose us to potential litigation;

· disputes may arise with respect to the ownership of intellectual property developed pursuant to a collaboration;
· collaborators may infringe the intellectual property rights of third parties, which may expose us to litigation and potential liability; and
· collaborations may be terminated for the convenience of the collaborator and, if terminated, we could be required to raise additional capital

to pursue further development or commercialization of the applicable product or services candidates.
 
If our future collaborations do not result in the successful development and commercialization of products or services, we may not receive any future research
funding or milestone or royalty payments under the collaborations. If we do not receive the funding we would expect under these agreements, our
development of product and services candidates could be delayed and we may need additional resources to develop our product candidates. All of the risks
relating to product and services development, regulatory approval and commercialization described in this “Risk Factors” section and in the “Risk Factors”
section of our Form 10-K for the year ended December 31, 2015 related to risks related to the regulation of our business, healthcare regulatory compliance
and intellectual property, apply to the potential activities of any collaborators.
 
We may not be successful in finding strategic collaborators for continuing development of certain of our product or services candidates or successfully
commercializing or competing in the market for certain indications.
 
We may seek to develop strategic partnerships for developing certain of our product or services candidates, due to capital costs required to develop the
product or services candidates or manufacturing constraints. We may not be successful in our efforts to establish such a strategic partnership or other
alternative arrangements for our product or services candidates because our research and development pipeline may be insufficient, our product or services
candidates may be deemed to be at too early of a stage of development for collaborative effort or third parties may not view our product or services candidates
as having the requisite potential to demonstrate commercial success.
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If we are unable to reach agreements with suitable collaborators on a timely basis, on acceptable terms or at all, we may have to curtail the development of a
product or service candidate, reduce or delay our development program, delay our potential commercialization, reduce the scope of any sales or marketing
activities or increase our expenditures and undertake development or commercialization activities at our own expense. If we elect to fund development or
commercialization activities on our own, we may need to obtain additional expertise and additional capital, which may not be available to us on acceptable
terms or at all. If we fail to enter into collaborations and do not have sufficient funds or expertise to undertake the necessary development and
commercialization activities, we may not be able to further develop our product candidates and our business, financial condition, results of operations and
prospects may be materially and adversely affected.
 
We may enter into agreements with U.S. or other government agencies, which could be subject to uncertain future funding.
 
The presence of MDROs and the need for antibiotic stewardship activities have prompted state, federal and international government agencies to develop
programs to combat the effects of MDROs. In the future, we may seek to enter into agreements with governmental funding sources or contract with
government healthcare organizations to sell our products and services. If we enter into such funding agreements, we would rely on the continued performance
by these government agencies of their responsibilities under these agreements, including adequate continued funding of the agencies and their programs. We
have no control over the resources and funding that government agencies may devote to these agreements, which may be subject to annual renewal.
 
Government agencies may fail to perform their responsibilities under these agreements, which may cause them to be terminated by the government agencies.
In addition, we may fail to perform our responsibilities under these agreements. Any government agreements would be subject to audits, which may occur
several years after the period to which the audit relates. If an audit identified significant unallowable costs, we could incur a material charge to our earnings or
reduction in our cash position. As a result, we may be unsuccessful entering, or ineligible to enter, into future government agreements.
 
We are an early commercial stage company and may never be profitable.
 
We rely principally on the commercialization of our QuickFISH and Acuitas MDRO test products and our Acuitas Lighthouse bioinformatics system and
services to generate future revenue growth. To date, the Acuitas MDRO test products and Acuitas Lighthouse products and services have delivered only
minimal revenue. We believe that our commercialization success is dependent upon our ability to significantly increase the number of hospitals, long-term
care facilities and other inpatient healthcare settings that use our products. We have experienced very limited revenue and customer adoption for our Acuitas
MDRO products and services to date. If demand for products does not increase as quickly as we have planned, we may be unable to increase our revenue
levels as expected. We are currently not profitable. Even if we succeed in increasing adoption of our products by our target markets, maintaining and creating
relationships with our existing and new customers and developing and commercializing additional molecular testing products, we may not be able to generate
sufficient revenue to achieve or sustain profitability.
 
The loss of key members of our senior management team or our inability to attract and retain highly skilled scientists and laboratory and field personnel
could adversely affect our business.
 
Our success depends largely on the skills, experience and performance of key members of our executive management team. The efforts of each of these
persons will be critical to us as we continue to develop our products and services and as we attempt to transition to a company with broader product offerings.
If we were to lose one or more of these key employees, we may experience difficulties in competing effectively, developing our technologies and
implementing our business strategies.
 
Our research and development programs and commercial laboratory operations depend on our ability to attract and retain highly skilled scientists and
technicians, particularly as we seek to further integrate operations of the combined company. We may not be able to attract or retain qualified scientists and
technicians in the future due to the intense competition for qualified personnel among life science businesses. We also face competition from universities,
public and private research institutions and other organizations in recruiting and retaining highly qualified scientific personnel.
 
In addition, our success depends on our ability to attract and retain laboratory and field personnel with extensive experience in infection control in inpatient
settings. We may have difficulties locating, recruiting or retaining qualified salespeople, which could cause a delay or decline in the rate of adoption of our
current and future products and service offerings. If we are not able to attract and retain the necessary personnel to accomplish our business objectives, we
may experience constraints that will adversely affect our ability to support our discovery, development, verification and commercialization programs.
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We have limited experience in marketing and selling our products, and if we are unable to adequately address our customers’ needs, it could negatively
impact sales and market acceptance of our product and we may never generate sufficient revenue to achieve or sustain profitability.
 
We sell our products through our own direct sales force, which sells our Acuitas MDRO test products and services, which includes our QuickFISH products,
and our Acuitas Lighthouse bioinformatics services and surveillance product and services offerings. All of these products and services may be offered and
sold to different potential customers or involve discussions with multiple personnel in in-patient facilities. Our future sales will depend in large part on our
ability to increase our marketing efforts and adequately address our customers’ needs. The inpatient health care facility industry is a large and diverse market.
As a result, we believe it is necessary to maintain a sales force that includes sales representatives with specific technical backgrounds that can support our
customers’ needs. We will also need to attract and develop sales and marketing personnel with industry expertise. Competition for such employees is intense.
We may not be able to attract and retain sufficient personnel to maintain an effective sales and marketing force. If we are unable to successfully market our
products and adequately address our customers’ needs, it could negatively impact sales and market acceptance of our products and we may never generate
sufficient revenue to achieve or sustain profitability.
 
We may be unable to manage our future growth effectively, which could make it difficult to execute our business strategy.
 
We commenced the formal commercial launch of our CLIA lab in late 2013, launched our Acuitas MDRO Gene Test in the second quarter of 2014, launched
our Acuitas CR Elite Test in December 2014, our Acuitas Resistome Test in the second quarter of 2015, and we began providing Acuitas Lighthouse portal
services in December 2015. In addition, we integrated the sales of our QuickFISH products beginning in the third quarter of 2015. We anticipate future
growth in our business operations. This future growth could create strain on our organizational, administrative and operational infrastructure, including
laboratory operations, quality control, customer service and sales force management. We may not be able to maintain the quality or expected turn-around
times of our diagnostic or screening results, or satisfy customer demand as it grows. Our ability to manage our growth properly will require us to continue to
improve our operational, financial and management controls, as well as our reporting systems and procedures. The time and resources required to implement
the systems to handle such growth is uncertain, and failure to complete this in a timely and efficient manner could adversely affect our operations.
 
We may fail to realize some or all of the anticipated benefits of the business combination of OpGen and AdvanDx, which may adversely affect the value of
our common stock.

 
The success of the continued integration of AdvanDx will depend, in part, on our ability to realize the anticipated benefits and cost savings from combining
the respective business and operations of OpGen and AdvanDx. To realize these anticipated benefits and cost savings, we must successfully combine the
acquired business with our legacy operations and integrate our respective operations, technologies and personnel, which is particularly challenging given the
geographic and cultural differences between the personnel and facilities based in Maryland and Massachusetts, plus the European operations of AdvanDx,
and the lack of experience we have in combining businesses. If we are not able to fully achieve these objectives within the anticipated time frame or at all, the
anticipated benefits and cost savings of the acquisition may not be realized fully or at all or may take longer to realize than expected, and the value of our
common stock may be adversely affected. In addition, the overall integration of the businesses is a complex, time-consuming and expensive process that,
without proper planning and effective and timely implementation, could significantly disrupt our operations.

 
Risks in integrating AdvanDx into our operations in order to realize the anticipated benefits of the acquisition include, among other factors:

 
· coordinating research and development activities to enhance the introduction of new diagnostic tests and technology of the combined business;
· failure to successfully integrate and harmonize financial reporting and information technology systems of the two companies;
· retaining each company’s relationships with its partners;
· retaining and integrating key employees from OpGen and AdvanDx;
· managing effectively the diversion of management’s attention from business matters to integration issues;
· combining research and development capabilities effectively and quickly;
· integrating partnership efforts so that new partners acquired can easily do business with us; and
· transitioning all facilities to a common information technology environment.

 
Actual cost synergies, if achieved at all, may be lower than we expect and may take longer to achieve than anticipated. If we are not able to adequately
address these challenges, we may be unable to successfully integrate the operations of the business acquired from AdvanDx into our own, or to realize the
anticipated benefits of the integration. The anticipated benefits and synergies assume a successful integration and are based on projections, which are
inherently uncertain, and other assumptions. Even if integration is successful, anticipated benefits and synergies may not be achieved. An inability to realize
the full extent of, or any of, the anticipated benefits of the acquisition, as well as any delays encountered in the integration process, could have an adverse
effect on our business and results of operations, which may affect the value of the shares of our common stock.
 
If the utility of our current products and products in development is not supported by studies published in peer-reviewed medical publications, the rate of
adoption of our current and future products and services by clinicians and healthcare facilities may be negatively affected.
 
The results of our clinical and economic validation studies involving our Acuitas MDRO test products and services have been presented at major infectious
disease and infection control society meetings. We need to maintain and grow a continued presence in peer-reviewed publications to promote clinician
adoption of our products. We believe that peer-reviewed journal articles that provide evidence of the utility of our current and future solutions and adoption
by key opinion leaders in the infectious disease market are very important to the commercial success of our current and any future products. Clinicians
typically take a significant amount of time to adopt new products and testing practices, partly because of perceived liability risks and the uncertainty of a
favorable cost/benefit analysis. It is critical to the success of our sales efforts that we educate a sufficient number of clinicians and administrators about our
products and demonstrate the clinical benefits of these solutions. Clinicians may not adopt our current and future solutions unless they determine, based on
published peer-reviewed journal articles and the experience of other clinicians, that our products provide accurate, reliable, useful and cost-effective
information that is useful in MDRO diagnosis, screening and outbreak prevention. If our current and future solutions or the technology underlying our
products and services or our future product offerings do not receive sufficient favorable exposure in peer-reviewed publications, the rate of clinician adoption
could be negatively affected. The publication of clinical data in peer-reviewed journals is a crucial step in commercializing our products, and our inability to
control when, if ever, results are published may delay or limit our ability to derive sufficient revenue from any product that is the subject of a study.
 
The performance of clinical and economic utility studies is expensive and demands significant attention from our management team.
 



The performance of clinical and economic utility studies is expensive and demands significant attention from our management team. Data collected from
these studies may not be positive or consistent with our existing data, or may not be statistically significant or compelling to the medical community. If the
results obtained from our ongoing or future studies are inconsistent with certain results obtained from our previous studies, adoption of our current and future
solutions would suffer and our business would be harmed.
 
Our products and services are not covered by reimbursement by Medicare, Medicaid and other governmental and third party payors. If we cannot
convince our customers that the savings from use of our products and services will increase their overall reimbursement, our business could suffer.
 
Our products and services do not currently receive reimbursement from Medicare, Medicaid, other governmental payors or commercial third party payors.
The recent policy and rule changes in reimbursement announced by CMS, including potential financial incentives for reductions in hospital acquired infection
(“HAI”), and penalties and decreased Medicare reimbursement for patients with HAIs provide us with an opportunity to establish a business case for the
purchase and use of our screening and diagnostic products and services. If we cannot convince our customers that the savings from use of our products and
services will increase or stabilize their overall profitability and improve clinical outcomes, our business will suffer.
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If our sole laboratory facility or manufacturing facility becomes inoperable, we will be unable to perform Acuitas MDRO test services, or manufacture
our QuickFISH PNA Fish products, and our business will be harmed.
 
We perform all of our Acuitas MDRO and Acuitas Lighthouse services in our CLIA laboratory located in Gaithersburg, Maryland. We do not have redundant
laboratory facilities. Our facility and the equipment we use to perform our diagnostic and screening assays would be costly to replace and could require
substantial lead time to repair or replace, if damaged or destroyed. The facility may be harmed or rendered inoperable by natural or man-made disasters,
including flooding and power outages, which may render it difficult or impossible for us to perform our tests for some period of time. The inability to perform
our tests may result in the loss of customers or harm our reputation, and we may be unable to regain those customers in the future. Although we possess
insurance for damage to our property and the disruption of our business, this insurance may not be sufficient to cover all of our potential losses and may not
continue to be available to us on acceptable terms, if at all.
 
In order to establish a redundant laboratory facility, we would have to spend considerable time and money securing adequate space, constructing the facility,
recruiting and training employees, and establishing the additional operational and administrative infrastructure necessary to support a second facility.
Additionally, any new clinical laboratory facility opened by us would be required to be certified under CLIA, a federal law that regulates clinical laboratories
that perform testing on specimens derived from humans for the purpose of providing information for the diagnosis, prevention or treatment of disease. We
would also be required to secure and maintain state licenses required by several states, including Maryland, California, Florida, New York and Pennsylvania
which can take a significant amount of time and result in delays in our ability to begin operations at that facility. We currently have active licenses in
Maryland, Florida and Pennsylvania. If we failed to secure any such licenses, we would not be able to process samples from recipients in such states. We also
expect that it would be difficult, time-consuming and costly to train, equip and use a third-party to perform tests on our behalf. We could only use another
facility with the established state licensures and CLIA certification necessary to perform our current or future tests following validation and other required
procedures. We cannot assure you that we would be able to find another CLIA-certified facility willing or able to adopt our current or future tests and comply
with the required procedures, or that this laboratory would be willing or able to perform the tests for us on commercially reasonable terms.
 
We manufacture the QuickFISH and PNA Fish products in a leased facility located in Woburn Massachusetts. If demand for these products increases beyond
our current forecasts, regulatory requirements arise or the need to relocate the facility at the expiration of the current lease occurs, we may not be able to meet
our obligations to produce these products, and backlog or reduced demand for such products could occur. If we decide to relocate the facility, we will need to
obtain all necessary FDA certifications, which could delay our ability to manufacture these products. If any of these issues occur, it could have a material
adverse effect on our financial condition and results of operations.

  
In order to meet the turn-around time required for our Acuitas MDRO test services, we rely on transport of specimens to our sole laboratory facility; any
disruption in such transport could significantly adversely affect our business.
 
Our current customers for our Acuitas MDRO test services are located near our sole laboratory facility in Gaithersburg, Maryland. As we expand our
customer base, and the jurisdictions where we are licensed to provide our CLIA laboratory services, we will need to secure the proper licenses for shipment of
specimens and rely on accurate and timely delivery of the specimens by overnight delivery services such as FedEx. Any failure to procure the proper licenses,
to comply with the license regulations or to receive undamaged specimens from overnight delivery services could adversely affect our business and
reputation.
 
We rely on a limited number of suppliers or, in some cases, sole suppliers, for some of our laboratory instruments and materials and may not be able to
find replacements or immediately transition to alternative suppliers.
 
We rely on several sole suppliers and manufacturers, including Fluidigm Corporation, for supplying certain laboratory reagents, raw materials, supplies and
substances which we use in our laboratory operations and products and to manufacture our products. An interruption in our operations could occur if we
encounter delays or difficulties in securing these items or manufacturing our products, and if we cannot, then obtain an acceptable substitute. Any such
interruption could significantly affect our business, financial condition, results of operations and reputation.
 
We believe that there are only a few other equipment manufacturers that are currently capable of supplying and servicing the equipment and other supplies
and materials necessary for our laboratory operations. The use of equipment or materials furnished by these replacement suppliers would require us to alter
our laboratory operations. Transitioning to a new supplier would be time consuming and expensive, may result in interruptions in our laboratory operations,
could affect the performance specifications of our laboratory operations or could require that we revalidate our products. There can be no assurance that we
will be able to secure alternative equipment and other materials, and bring such equipment and materials on line and revalidate them without experiencing
interruptions in our workflow. If we should encounter delays or difficulties in securing, reconfiguring or revalidating the equipment we require for our
products, our business, financial condition, results of operations and reputation could be adversely affected.
 
If we cannot compete successfully with our competitors, we may be unable to increase or sustain our revenue or achieve and sustain profitability.
 
Our competitors include rapid diagnostic testing and traditional microbiology companies, commercial laboratories, information technology companies, and
hospital laboratories who may internally develop testing capabilities. Principal competitive factors in our target market include: organizational size, scale, and
breadth of product offerings; rapidity of test results; quality and strength of clinical and analytical validation data and confidence in diagnostic results; cost
effectiveness; ease of use; and regulatory approval status.
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Our principal competition comes from traditional methods used by healthcare providers to diagnose and screen for MDROs and from other molecular
diagnostic companies creating screening and diagnostic products such as Cepheid, Becton-Dickinson, bioMerieux, Accelerate Diagnostics, T2 Biosystems
and Nanosphere.
 
We also face competition from commercial laboratories, such as Bio-Reference Laboratories, Inc., Laboratory Corporation of America Holdings and Quest
Diagnostics Incorporated, which have strong infrastructure to support the commercialization of diagnostic services.
 
Competitors may develop their own versions of our solution in countries where we do not have patents or where our intellectual property rights are not
recognized.
 
Many of our potential competitors have widespread brand recognition and substantially greater financial, technical, research and development and selling and
marketing capabilities than we do. Others may develop products with prices lower than ours that could be viewed by hospitals, physicians and payers as
functionally equivalent to our solution, or offer solutions at prices designed to promote market penetration, which could force us to lower the list prices of our
solutions and affect our ability to achieve profitability. If we are unable to change clinical practice in a meaningful way or compete successfully against
current and future competitors, we may be unable to increase market acceptance and sales of our products, which could prevent us from increasing our
revenue or achieving profitability and could cause our stock price to decline.
 
If we are unable to develop products to keep pace with rapid technological, medical and scientific change, our operating results and competitive position
could be harmed. New test development involves a lengthy and complex process, and we may not be successful in our efforts to develop and
commercialize our diagnostic and screening products and services. The further development and commercialization of additional diagnostic and
screening solutions are key to our growth strategy.
 
A key element of our strategy is to discover, develop, validate and commercialize a portfolio of additional diagnostic and screening products and services to
rapidly diagnose and effectively treat MDRO infections and reduce the associated costs to patients, inpatient facilities and the health care industry. We cannot
assure you that we will be able to successfully complete development of or commercialize any of our planned future products and services, or that they will
be clinically usable. The product development process involves a high degree of risk and may take up to several years or more. Our new product development
efforts may fail for many reasons, including:
 

· failure of the test at the research or development stage;
· lack of clinical validation data to support the effectiveness of the test;
· delays resulting from the failure of third-party suppliers or contractors to meet their obligations in a timely and cost-effective manner;
· failure to obtain or maintain necessary certifications, licenses, clearances or approvals to market or perform the test; or
· lack of commercial acceptance by in-patient health care facilities.

 
Few research and development projects result in commercial products, and success in early clinical studies often is not replicated in later studies. At any
point, we may abandon development of new products, or we may be required to expend considerable resources repeating clinical studies or trials, which
would adversely impact the timing for generating potential revenues from those new products. In addition, as we develop new products, we will have to make
additional investments in our sales and marketing operations, which may be prematurely or unnecessarily incurred if the commercial launch of a product is
abandoned or delayed.
 
Our insurance policies are expensive and protect us only from some business risks, which will leave us exposed to significant uninsured liabilities.
 
We do not carry insurance for all categories of risk that our business may encounter. Some of the policies we currently maintain include general liability,
employee benefits liability, property, umbrella, business interruption, workers’ compensation, product liability, errors and omissions and directors’ and
officers’ insurance. We do not know, however, if we will be able to maintain existing insurance with adequate levels of coverage. Any significant uninsured
liability may require us to pay substantial amounts, which would adversely affect our cash position and results of operations.
 
If we use hazardous materials in a manner that causes injury, we could be liable for damages.
 
Our activities currently require the use of hazardous materials and the handling of patient samples. We cannot eliminate the risk of accidental contamination
or injury to employees or third parties from the use, storage, handling or disposal of these materials. In the event of contamination or injury, we could be held
liable for any resulting damages, and any liability could exceed our resources or any applicable insurance coverage we may have. Additionally, we are subject
on an ongoing basis to federal, state and local laws and regulations governing the use, storage, handling and disposal of these materials and specified waste
products. We are, or may be in the future, subject to compliance with additional laws and regulations relating to the protection of the environment and human
health and safety, and including those relating to the handling, transportation and disposal of medical specimens, infectious and hazardous waste and
Occupational Safety and Health Administration (“OSHA”), requirements.
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If we are sued for product liability or errors and omissions liability, we could face substantial liabilities that exceed our resources.
 
The marketing, sale and use of our products could lead to product liability claims if someone were to allege that a product failed to perform as it was
designed. We may also be subject to liability for errors in the results we provide to physicians or for a misunderstanding of, or inappropriate reliance upon, the
information we provide. For example, if we diagnosed a patient as having an MDRO but such result was a false positive, the patient could be unnecessarily
isolated in an in-patient setting or receive inappropriate treatment. We may also be subject to similar types of claims related to products we may develop in
the future. A product liability or errors and omissions liability claim could result in substantial damages and be costly and time consuming for us to defend.
Although we maintain product liability and errors and omissions insurance, we cannot assure you that our insurance would fully protect us from the financial
impact of defending against these types of claims or any judgments, fines or settlement costs arising out of any such claims. Any product liability or errors
and omissions liability claim brought against us, with or without merit, could increase our insurance rates or prevent us from securing insurance coverage in
the future. Additionally, any product liability lawsuit could cause injury to our reputation or cause us to suspend sales of our products and solutions. The
occurrence of any of these events could have an adverse effect on our business and results of operations.
 
Our ability to utilize our net operating loss carryforwards and certain other tax attributes may be limited.
 
We have incurred net losses since inception and do not expect to become profitable in 2016 or for several years thereafter. To the extent that we continue to
generate taxable losses, unused losses will carry forward to offset future taxable income, if any, until such unused losses expire. We may be unable to use
these net operating loss carryforwards (“NOLs”), and certain tax credit carryforwards to offset income before such unused NOLs tax credit carryforwards
expire. Under Section 382 of the Code, if a corporation undergoes an “ownership change” (generally defined as a greater than 50% change (by value) in its
equity ownership over a three-year period), the corporation’s ability to use its pre-change NOLs and other pre-change tax attributes to offset its post-change
income may be further limited. The Merger with AdvanDx resulted in an ownership change for AdvanDx and, accordingly, AdvanDx’s net operating loss
carryforwards and certain other tax attributes in U.S. taxing jurisdictions are subject to limitations on their use after the Merger. OpGen’s net operating loss
carryforwards may also be subject to limitation as a result of prior shifts in equity ownership and/or the Merger. Additional ownership changes in the future
could result in additional limitations on our net operating loss carryforwards. Consequently, even if we achieve profitability, we may not be able to utilize a
material portion of our net operating loss carryforwards and other tax attributes, which could have a material adverse effect on cash flow and results of
operations. We have not performed an analysis on previous ownership changes. It is possible that we have experienced an ownership change, or that we will
experience an ownership change in the future. We had U.S. federal NOL carryforwards of $90.3 million and research and development tax credits of $2.0
million as of December 31, 2015, that may already be or could be limited if we experience an ownership change.
 
We may be adversely affected by the current economic environment and future adverse economic environments.
 
Our ability to attract and retain customers, invest in and grow our business and meet our financial obligations depends on our operating and financial
performance, which, in turn, is subject to numerous factors, including the prevailing economic conditions and financial, business and other factors beyond our
control, such as the rate of unemployment, the number of uninsured persons in the United States and inflationary pressures. We cannot anticipate all the ways
in which the current economic climate and financial market conditions, and those in the future, could adversely impact our business.
 
We are exposed to risks associated with reduced profitability and the potential financial instability of our customers, many of which may be adversely affected
by volatile conditions in the financial markets. For example, unemployment and underemployment, and the resultant loss of insurance, may decrease the
demand for healthcare services and diagnostic testing. If fewer patients are seeking medical care because they do not have insurance coverage, we may
experience reductions in revenues, profitability and/or cash flow. In addition, if economic challenges in the United States result in widespread and prolonged
unemployment, either regionally or on a national basis, a substantial number of people may become uninsured or underinsured. To the extent such economic
challenges result in less demand for our proprietary tests, our business, results of operations, financial condition and cash flows could be adversely affected.
 
Risks Related to our Securities and Public Company Status
 
Trading of our common stock is limited, and trading restrictions imposed on us by applicable regulations may further reduce trading in our common
stock, making it difficult for our stockholders to sell their shares; and future sales of common stock could reduce our stock price.
 
Trading of our common stock is currently conducted on the Nasdaq Capital Market. The liquidity of our common stock is limited, not only in terms of the
number of shares that can be bought and sold at a given price, but also as it may be adversely affected by delays in the timing of transactions and reduction in
security analysts’ and the media’s coverage of us, if at all. As of June 30, 2016, a significant number of the issued and outstanding shares of our common
stock were held by officers, directors and beneficial owners of at least 10% of our outstanding shares, each of whom is subject to certain restrictions with
regard to trading our common stock. In addition, Merck GHI became our principal stockholder following the 2016 private offering financing transaction; as
of June 30, 2016 it owns approximately 28% of our outstanding common stock, and has the right to acquire approximately 3.0 million additional shares upon
the exercise of stock purchase warrants. These factors may result in different prices for our common stock than might otherwise be obtained in a more liquid
market and could also result in a larger spread between the bid and asked prices for our common stock. In addition, without a large public float, our common
stock is less liquid than the stock of companies with broader public ownership, and, as a result, the trading prices of our common stock may be more volatile.
In the absence of an active public trading market, an investor may be unable to liquidate his investment in our common stock. Trading of a relatively small
volume of our common stock may have a greater impact on the trading price of our stock than would be the case if our public float were larger. We cannot
predict the prices at which our common stock will trade in the future, if at all.
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Directors, executive officers, principal stockholders and affiliated entities own a significant percentage of our capital stock, and they may make decisions
that you do not consider to be in the best interests of our stockholders.
 
Our directors, executive officers, principal stockholders and affiliated entities beneficially own, in the aggregate, approximately 66% of our outstanding
common stock as of the date of this filing. As a result, if some or all of them acted together, they would have the ability to exert substantial influence over the
election of our Board of Directors and the outcome of issues requiring approval by our stockholders. This concentration of ownership may also have the effect
of delaying or preventing a change in control of the Company that may be favored by other stockholders. This could prevent transactions in which
stockholders might otherwise recover a premium for their shares over current market prices.
 
The exercise of outstanding common stock purchase warrants and stock options will have a dilutive effect on the percentage ownership of our capital
stock by existing stockholders.
 
As of June 30, 2016 we had outstanding warrants to acquire 10,506,524 shares of our common stock, and stock options to acquire 3,395,445 shares of our
common stock. The expiration of the term of such options and warrants range from August 2017 to June 2026. A significant number of such warrants are out
of the money, but the holders have the right to effect a cashless exercise of such warrants. If a significant number of such warrants and stock options are
exercised by the holders, the percentage of our common stock owned by our existing stockholders will be diluted.
 
We will incur increased costs and demands on management as a result of compliance with laws and regulations applicable to public companies, which
could harm our operating results.
 
As a public company, we will incur significant legal, accounting and other expenses that we did not incur as a private company, including costs associated
with public company reporting requirements. In addition, the Sarbanes-Oxley Act of 2002 and the Dodd-Frank Act of 2010, as well as rules implemented by
the SEC and The NASDAQ Stock Market, impose a number of requirements on public companies, including with respect to corporate governance practices.
Our management and other personnel will need to devote a substantial amount of time to these compliance and disclosure obligations. Moreover, these rules
and regulations will increase our legal, accounting and financial compliance costs and will make some activities more time-consuming and costly. We also
expect that it will be more expensive for us to obtain director and officer liability insurance.
 
Changes in, or interpretations of, accounting rules and regulations could result in unfavorable accounting changes or require us to change our
compensation policies.
 
Accounting methods and policies for diagnostic companies, including policies governing revenue recognition, research and development and related expenses
and accounting for stock-based compensation, are subject to further review, interpretation and guidance from relevant accounting authorities, including the
SEC. Changes to, or interpretations of, accounting methods or policies may require us to reclassify, restate or otherwise change or revise our financial
statements, including those contained in this Annual Report. Restatement of our financial statements could have a negative impact on our business.
 
If we are unable to implement and maintain effective internal control over financial reporting, investors may lose confidence in the accuracy and
completeness of our reported financial information and the market price of our common stock may be negatively affected.
 
As a public company, we will be required to maintain internal control over financial reporting and to report any material weaknesses in such internal control.
Section 404 of the Sarbanes-Oxley Act of 2002 requires that we evaluate and determine the effectiveness of our internal control over financial reporting and,
beginning with our annual report for the year ending December 31, 2016, provide a management report on internal control over financial reporting. If we have
a material weakness in our internal control over financial reporting, we may not detect errors on a timely basis and our financial statements may be materially
misstated. We are in the process of compiling the system and processing documentation necessary to perform the evaluation needed to comply with
Section 404 of the Sarbanes-Oxley Act of 2002. We may not be able to complete our evaluation, testing and any required remediation in a timely fashion.
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During the evaluation and testing process, if we identify one or more material weaknesses in our internal control over financial reporting, our management
will be unable to conclude that our internal control over financial reporting is effective. Moreover, when we are no longer an emerging growth company, our
independent registered public accounting firm will be required to issue an attestation report on the effectiveness of our internal control over financial
reporting. Even if our management concludes that our internal control over financial reporting is effective, our independent registered public accounting firm
may conclude that there are material weaknesses with respect to our internal controls or the level at which our internal controls are documented, designed,
implemented or reviewed.
 
If we are unable to conclude that our internal control over financial reporting is effective, or when we are no longer an emerging growth company, if our
auditors were to express an adverse opinion on the effectiveness of our internal control over financial reporting because we had one or more material
weaknesses, investors could lose confidence in the accuracy and completeness of our financial disclosures, which could cause the price of our common stock
to decline. Internal control deficiencies could also result in a restatement of our financial results in the future.
 
We are an emerging growth company and may elect to comply with reduced public company reporting requirements applicable to emerging growth
companies, which could make our common stock less attractive to investors.
 
We are an emerging growth company, as defined under the Securities Act. We will remain an emerging growth company for up to five years, although if our
revenue exceeds $1 billion in any fiscal year before that time, we would cease to be an emerging growth company as of the end of that fiscal year. In addition,
if the market value of our common stock that is held by non-affiliates exceeds $700 million as of the last business day of our second fiscal quarter of any
fiscal year before the end of that five-year period, we would cease to be an emerging growth company as of December 31 of that year. As an emerging growth
company, we may choose to take advantage of exemptions from various reporting requirements applicable to certain other public companies, including not
being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act, reduced financial statement and financial-
related disclosures, reduced disclosure obligations regarding executive compensation in our periodic reports and proxy statements, and exemptions from the
requirement of holding a nonbinding advisory vote on executive compensation and obtaining stockholder approval of any golden parachute payments not
previously approved by our stockholders. We cannot predict whether investors will find our common stock less attractive if we choose to rely on any of these
exemptions. If some investors find our common stock less attractive as a result of any choices to reduce future disclosure we may make, there may be a less
active trading market for our common stock and our stock price may be more volatile.
 
Item 2.     Unregistered Sales of Equity and Use of Proceeds

 
Unregistered Sales of Equity Securities

 
On May 19, 2016 and June 27, 2016, the Company offered and sold units in a private offering to members of management and employees and to accredited
investors, including Merck GHI and jVen Capital, each unit consisting of either (i) one share of common stock and a detachable stock purchase warrant to
purchase an additional 0.75 shares of common stock, or (ii) one share of non-voting convertible preferred stock and a detachable stock purchase warrant to
purchase an additional 0.75 shares of common stock, at a price of $1.14 per unit. The total net proceeds to the Company, after deducting offering commissions
and expenses was $9,460,749. The Company intends to use the proceeds for working capital and general corporate purposes. Pursuant to the private
placement the Company issued 6,744,127 shares of common stock, 2,309,428 of Series A non-voting convertible preferred stock and stock purchase warrants
to acquire an additional 6,790,169 shares of common stock.

 
Each share of non-voting convertible preferred stock is convertible at the option of the holder in whole or in part and from time to time into one share of
common stock, is entitled to dividends on as “as converted basis” when and if dividends are issued to common stockholders, and participates in liquidation on
a pari passu basis with common stockholders. The preferred stock is classified as permanent equity. The stock purchase warrants issued as part of the units
are exercisable $1.3125 per share beginning 90 days after closing for five years, expiring on May 18, 2021.
 
Use of Proceeds

 
On May 4, 2015, our registration statement on Form S-1 (File No. 333-202478) was declared effective by the SEC for our IPO. Maxim Group LLC acted as
the sole book-running manager and National Securities Corporation acted as co-manager for the offering. On May 8, 2015, we completed our IPO pursuant to
which we offered and sold 2,850,000 units, each unit consisting of one share of common stock and a detachable stock purchase warrant to purchase an
additional share of common stock, at an initial offering price of $6.00 per unit. Of the total gross proceeds of $17.1 million, approximately $2.1 million was
used to satisfy outstanding demand notes by exchanging such notes for 350,000 units in the IPO. After considering the demand notes, underwriting discounts
and commissions and offering expenses, the total net cash proceeds to the Company was $12.1 million.
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The principal purposes of our IPO were to obtain additional capital to support our operations, establish a public market for our common stock and to facilitate
our future access to the public capital markets. We originally intended to use the net proceeds from this offering as follows:

 
 · approximately $5.0 million for sales and marketing activities, including expansion of our sales force to support the ongoing

commercialization of our Acuitas MDRO tests and, when development was completed, our Acuitas Lighthouse Services, and for working
capital and general and administrative purposes;

 · approximately $4.0 million for research and development related to the continued support of our completion of the development of Acuitas
Lighthouse and future products and services in our pipeline; and

 · the remainder for general and administrative expenses (including compensation of our officers and directors and other personnel-related
costs and costs of operating as a public company), and for working capital and other general corporate purposes.

 
As of March 31, 2016 we had used all of the net proceeds from our IPO for sales and marketing, research and development and working capital purposes.
There was no material change in the original planned use of proceeds. No payments were made by us to directors, officers or persons owning ten percent or
more of our common stock or to their associates, or to our affiliates, other than payments in the ordinary course of business to officers for salaries.

 
Item 3.     Defaults Upon Senior Securities

 
None.

 
Item 4.     Mine Safety Disclosures

 
Not applicable.

 
Item 5.     Other Information

 
None.
 
Item 6.     Exhibits

 
The exhibits listed in the Exhibit Index, which is incorporated herein by reference, are filed or furnished as part of this quarterly report on Form 10-Q.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the

undersigned thereunto duly authorized.
  

 OPGEN, INC.
  
 By: /s/ Timothy C. Dec  
  Timothy C. Dec

Chief Financial Officer
   
 Date: August 11, 2016
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EXHIBIT INDEX

 
Exhibit
Number Description
3.1 Certificate of Correction to Amended and Restated Certificate of Incorporation of OpGen, Inc., filed with the Secretary of State of

Delaware on June 6, 2016 (incorporated by reference to Exhibit 3.1 to the Company’s Current Report on Form 8-K, filed with the
SEC on June 6, 2016).

  
3.2 Certificate of Designation of Preferences, Rights and Limitations of Series A Convertible Preferred Stock, filed May 19, 2016

(incorporated by reference to Exhibit 3.1 to the Company’s Current Report on Form 8-K, filed with the SEC on May 20, 2016).
  
4.1 Form of Warrant to Purchase Common Stock (incorporated by reference to Exhibit 4.1 to the Company’s Current Report on Form

8-K, filed with the SEC on May 17, 2016).
  
10.1 Form of OpGen, Inc. Indemnification Agreement for Directors and Executive Officers (incorporated by reference to Exhibit 10.1

to the Company’s Current Report on Form 8-K, filed with the SEC on May 3, 2016).
  
10.2 OpGen, Inc. Non-Employee Director Compensation Policy (incorporated by reference to Exhibit 10.16 to the Company’s

Registration Statement on Form S-1, Amendment No. 2, filed with the SEC on April 6, 2015).
  
10.3 Securities Purchase Agreement, dated as of May 12, 2016, by and among OpGen, Inc. and the purchasers party thereto

(incorporated by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K, filed with the SEC on May 17, 2016).
  
10.4 Amended and Restated Securities Purchase Agreement, dated as of May 18, 2016, by and among OpGen, Inc. and the purchasers

party thereto (incorporated by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K, filed with the SEC on May
20, 2016).

  
10.5* Stock Option Award Agreement, dated April 28, 2016, by and between OpGen, Inc. and Evan Jones.
  
10.6 OpGen, Inc. 2015 Equity Incentive Plan (incorporated by reference to Exhibit 10.13 to the Company’s Registration Statement on

Form S-1, Amendment No. 2, filed with the SEC on April 6, 2015).
  
31.1* Certification of Chief Executive Officer pursuant to Rule 13a-14(a)/15d-14(a)
  
31.2* Certification of Chief Financial Officer pursuant to Rule 13a-14(a)/15d-14(a)
  
32.1* Certification of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002
  
101* Interactive data files pursuant to Rule 405 of Regulation S-T; (i) the Condensed Consolidated Balance Sheets, (ii) the Condensed

Consolidated Statements of Operations and Comprehensive Loss, (iii) the Condensed Consolidated Statements of Cash Flows and
(iv) the Notes to Unaudited Condensed Consolidated Financial Statements. 

  
* Filed or furnished herewith      
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Exhibit 10.5

 

 
Stock Option Award Agreement

 
1. Grant of Option. This certificate evidences a stock option (this “Stock Option”) granted by OpGen, Inc., a Delaware corporation (the “Company”), on
April 28, 2016 (the “Grant Date”), to Evan Jones (the “Participant”), pursuant to Board approval and outside of the Company’s 2015 Equity Incentive Plan
(as from time to time in effect, the “Plan”). Under this Stock Option, the Participant may purchase, in whole or in part, on the terms herein provided, a total of
seven hundred sixty-six thousand, five hundred (766,500) shares of common stock of the Company (the “Shares”) at $1.35 per Share, which is equal to the
fair market value of the Shares on the Grant Date. The latest date on which this Stock Option, or any part thereof, may be exercised is April 28, 2026 (the
“Final Exercise Date”). The Stock Option evidenced by this certificate is intended to be, and is hereby designated, as a non-qualified stock option (i.e., not an
incentive stock option as defined in section 422 of the Internal Revenue Code of 1986, as amended from time to time (the “Code”)).
 
This Stock Option is exercisable in the following installments prior to the Final Exercise Date: twenty-five percent (25%) of the shares underlying this Stock
Option on the first anniversary of the Grant Date (the “Vesting Commencement Date”), and six and one-quarter percent (6.25%) 6.25% of the total award per
quarter thereafter on the quarterly anniversary of the Vesting Commencement Date over three years, with vesting as to whole shares with rounding up and
down as applicable to vest 25% of the award in each year of such three-year vesting cycle.
 
2. Exercise of Stock Option. Each election to exercise this Stock Option shall be in writing, signed by the Participant or the Participant’s executor,
administrator, or legally appointed representative (in the event of the Participant’s incapacity) or the person or persons to whom this Stock Option is
transferred by will or the applicable laws of descent and distribution (collectively, the “Option Holder”), and received by the Company at its principal office,
accompanied by this certificate and payment in full. The payment alternatives set forth in the Plan shall apply to this Stock Option. Subject to the further
terms and conditions provided in the Plan, the purchase price may be paid as follows: (a) cash or check, (b) Shares (including, in the case of payment of the
exercise price of an Award, Shares issuable pursuant to the exercise of the Award) or Shares held for such period of time as may be required by the
Administrator in order to avoid adverse accounting consequences, in each case, having a Fair Market Value on the date of delivery equal to the aggregate
payments required, (c) delivery of a written or electronic notice that the Option Holder has placed a market sell order with a broker acceptable to the
Company with respect to Shares then issuable upon exercise or vesting of an Award, and that the broker has been directed to pay a sufficient portion of the net
proceeds of the sale to the Company in satisfaction of the aggregate payments required; provided that payment of such proceeds is then made to the Company
upon settlement of such sale. In the event that this Stock Option is exercised by a person other than the Participant, the Company will be under no obligation
to deliver Shares hereunder unless and until it is satisfied as to the authority of the Option Holder to exercise this Stock Option.
 
3. Notice of Disposition. The person exercising this Stock Option shall notify the Company when making any disposition of the Shares acquired upon
exercise of this Stock Option, whether by sale, gift or otherwise.
 

 



 

 
4. Restrictions on Transfer of Shares. If at the time this Stock Option is exercised, the Company and any of its stockholders is a party to any agreement
restricting the transfer of any outstanding shares of the Company’s common stock, the Administrator may provide that this Stock Option may be exercised
only if the Shares so acquired are made subject to the transfer restrictions set forth in that agreement (or if more than one such agreement is then in effect, the
agreement or agreements specified by the Administrator).
 
5. Withholding; Agreement to Provide Security. If at the time this Stock Option is exercised the Company determines that under applicable law and
regulations it could be liable for the withholding of any federal or state tax upon exercise or with respect to a disposition of any Shares acquired upon exercise
of this Stock Option, this Stock Option may not be exercised unless the person exercising this Stock Option remits to the Company any amounts determined
by the Company to be required to be withheld upon exercise (or makes other arrangements satisfactory to the Company for the payment of such taxes) and
gives such security as the Company deems adequate to meet its potential liability for the withholding of tax upon a disposition of the Shares and agrees to
augment such security from time to time in any amount reasonably determined by the Company to be necessary to preserve the adequacy of such security.
 
6. Nontransferability of Stock Option. This Stock Option is not transferable by the Participant otherwise than by will or the laws of descent and distribution
and is exercisable during the Participant’s lifetime only by the Participant (or in the event of the Participant’s incapacity, the person or persons legally
appointed to act on the Participant’s behalf).
 
7. Provisions of the Plan. All of the provisions of the Plan related to stock options, and administration of stock option awards are incorporated by reference
into and made a part of this Stock Option Award Agreement. A copy of the Plan as in effect on the Grant Date has been furnished to the Participant. By
exercising all or any part of this Stock Option, the Participant agrees to be bound by the terms of the Plan incorporated herein and by this certificate. All
initially capitalized terms used herein will have the meaning specified in the Plan, unless another meaning is specified herein.
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IN WITNESS WHEREOF, the Company has caused this instrument to be executed by its duly authorized officer.

 
 OpGen, Inc.
  
  
Dated:  April 28, 2016 /s/ Timothy C. Dec
 By:  Timothy C. Dec
 Title:  Chief Financial Officer
  
  
  
 Acknowledged and agreed:
 Participant
  
  
Dated:  July 29, 2016 /s/ Evan Jones
 Name:  Evan Jones
 

 

 
 
 
 



 
Exhibit 31.1

 
CERTIFICATION OF CHIEF EXECUTIVE OFFICER

 
PURSUANT TO RULE 13A-14(A)/15D-14(A)

 
I, Evan Jones, certify that:
 
1. I have reviewed this quarterly report on Form 10-Q of OpGen, Inc.

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange

Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the
registrant and we have:

 
a. Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure

that material information relating to the registrant is made known to us by others within those entities, particularly during the period in which this
report is being prepared;

 
b. Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision,

to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles;

 
c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness

of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 

d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal
quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect,
the registrant’s internal control over financial reporting; and

 
5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the

registrant’s auditors and the audit committee of the registrant’s Board of Directors (or persons performing the equivalent functions):
 

a. All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b. Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over

financial reporting.
 
Date: August 11, 2016
 
/s/ Evan Jones  
Evan Jones  
Chief Executive Officer (principal executive officer)  
   

 
 



 
Exhibit 31.2

 
CERTIFICATION OF CHIEF FINANCIAL OFFICER

 
PURSUANT TO RULE 13A-14(A)/15D-14(A)

 
I, Timothy C. Dec, certify that:
 
1. I have reviewed this quarterly report on Form 10-Q of OpGen, Inc.;

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange

Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the
registrant and we have:

 
a. Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure

that material information relating to the registrant is made known to us by others within those entities, particularly during the period in which this
report is being prepared;

 
b. Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision,

to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles;

 
c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness

of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 

d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal
quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect,
the registrant’s internal control over financial reporting; and

 
5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the

registrant’s auditors and the audit committee of the registrant’s Board of Directors (or persons performing the equivalent functions):
 

a. All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b. Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over

financial reporting
 

Date: August 11, 2016
 

/s/ Timothy C. Dec  
Timothy C. Dec  
Chief Financial Officer 
(principal financial officer and principal accounting officer)

 

 

 
 



Exhibit 32.1
 

CERTIFICATION
PURSUANT TO 18 U.S.C. SECTION 1350, AS ADOPTED

PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the quarterly report on Form 10-Q of OpGen, Inc. (the “Company”) for the quarterly period ended June 30, 2016 (the “Report”)
as filed with the Securities and Exchange Commission on the date hereof, the undersigned Chief Executive Officer and Chief Financial Officer of the
Company hereby certify that, to such officer’s knowledge:

 
(1) the Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 
(2) the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the

Company.
 

This certification is provided solely pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.
 

   
Date: August 11, 2016 By: /s/ Evan Jones
  Evan Jones

Chief Executive Officer (principal executive officer)
 

Date: August 11, 2016 By: /s/ Timothy C. Dec
  Timothy C. Dec

Chief Financial Officer (principal financial officer and principal
accounting officer)
 

 
A signed original of this written statement required by Section 906 has been provided to the Company and will be retained by the Company and

furnished to the Securities and Exchange Commission or its staff upon request.
 

 
 

 
 

 
 


