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this Registration Statement.

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to
Rule 415 under the Securities Act of 1933, check the following box: ☒

If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act,
please check the following box and list the Securities Act registration statement number of the earlier effective
registration statement for the same offering. ☐

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering. ☐

If this Form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering. ☐

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, a
smaller reporting company or an emerging growth company. See the definitions of �large accelerated filer,� �accelerated
filer,� �smaller reporting company� and �emerging growth company� in Rule 12b-2 of the Exchange Act.

Large accelerated filer ☐ Accelerated filer      ☐

Non-accelerated filer (Do not check if a smaller reporting company) ☐
Smaller reporting company
     ☒

Emerging growth company ☐
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition
period for complying with any new or revised financial accounting standards provided to Section 7(a)(2)(B) of the
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Securities Act.  ☐

CALCULATION OF REGISTRATION FEE

Title of Each Class of

Securities to be Registered

Proposed
Maximum
Aggregate

Offering
Price (1)

Amount of

Registration
Fee

Common stock, par value $0.0001 per share (2) $ $
Common Stock Purchase Warrants (3) � �
Common Stock issuable upon exercise of Common Stock Purchase Warrants (2)(4) $ $
Total $  17,500,000 $         2,179

(1)Estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(o) under the Securities Act
of 1933, as amended.

(2)Pursuant to Rule 416 under the Securities Act, the securities being registered hereunder include such indeterminate
number of additional securities as may be issued after the date hereof as a result of stock splits, stock dividends or
similar transactions.

(3)No separate fee is payable pursuant to Rule 457(g).
(4)Estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(g).
The Registrant hereby amends this Registration Statement on such date or dates as may be necessary to delay
its effective date until the Registrant shall file a further amendment which specifically states that this
Registration Statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of
1933, as amended, or until the Registration Statement shall become effective on such date as the Securities and
Exchange Commission, acting pursuant to Section 8(a), may determine.
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The information in this preliminary prospectus is not complete and may be changed. These securities may not be sold
until the registration statement filed with the Securities and Exchange Commission is effective. This preliminary
prospectus is not an offer to sell these securities and is not soliciting an offer to buy these securities in any jurisdiction
where the offer or sale is not permitted.

PRELIMINARY PROSPECTUS SUBJECT TO COMPLETION DATED OCTOBER 25, 2017
Up to [    ] Shares of Common Stock

Warrants to Purchase up to [    ] Shares of Common Stock

(and [            ] Shares of Common Stock Underlying Warrants)

We are offering [    ] shares of our common stock and warrants to purchase [    ] shares of our common stock (together
with the shares of common stock underlying such warrants). Each share of common stock is being sold together with a
warrant to purchase [    ] shares of our common stock. Each warrant will have an exercise price per share equal to
$[        ] per share. The warrants will be immediately exercisable and will expire on the [            ] anniversary of the
original issuance date.

Our common stock is listed on The NASDAQ Capital Market under the symbol �TROV�. On October 24, 2017, the
closing bid price of our common stock on The NASDAQ Capital Market was $0.78 per share. There is no established
public trading market for the warrants, and we do not expect a market to develop. In addition, we do not intend to
apply for listing of the warrants on any national securities exchange or other trading market. Without an active trading
market, the liquidity of the warrants will be limited.

You should read carefully this prospectus and any applicable prospectus supplement or free writing prospectus,
together with the additional information described in this prospectus under the headings �Incorporation of Certain
Information by Reference� and �Where You Can Find More Information,� before you invest in any of our securities.

Investing in our securities involves risks. You should carefully read and consider the �Risk Factors� beginning on
page  7 of this prospectus before investing. You should also consider the risk factors described or referred to in
any documents incorporated by reference in this prospectus, and in any applicable prospectus supplement,
before investing in these securities.

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or passed upon the adequacy or accuracy of this prospectus. Any representation
to the contrary is a criminal offense.
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Per Share and Related
Warrants Total

Public offering price $ $
Placement Agent Fees (1) $ $
Proceeds, before expenses, to us (2) $ $

(1) See �Plan of Distribution� beginning on page 38 for more information on this offering and the placement agent
fees and expenses.

(2) We estimate the total expenses of this offering payable by us, excluding the placement agent fee, will be
approximately $[        ].

All costs associated with the registration will be borne by us.

H.C. Wainwright & Co.

The date of this prospectus is                     , 2017.
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You should rely only on the information contained in this prospectus. We have not, and the placement agent has not,
authorized anyone to provide you with any information other than that contained or incorporated by reference in this
prospectus or in any applicable prospectus supplement or free writing prospectus prepared by or on behalf of us to
which we have referred you. We are offering to sell, and seeking offers to buy, the securities covered hereby only in
jurisdictions where offers and sales are permitted. You should not assume that the information contained in this
prospectus or any prospectus supplement or free writing prospectus is accurate as of any date other than the date on
the front cover of those documents, or that the information contained in any document incorporated by reference is
accurate as of any date other than the date of the document incorporated by reference, regardless of the time of
delivery of this prospectus or any sale of a security. Our business, financial condition, results of operations and
prospects may have changed since those dates. We are not, and the placement agent is not, making an offer of these
securities in any jurisdiction where the offer is not permitted.

For investors outside the United States: We have not, and the placement agent has not, taken any action that would
permit this offering or possession or distribution of this prospectus in any jurisdiction where action for that purpose is
required, other than in the United States. Persons outside the United States who come into possession of this
prospectus must inform themselves about, and observe any restrictions relating to, the offering of the securities
covered hereby the distribution of this prospectus outside the United States.

We further note that the representations, warranties and covenants made by us in any agreement that is incorporated
by reference or filed as an exhibit to the registration statement of which this prospectus is a part were made solely for
the benefit of the parties to such agreement, including, in some cases, for the purpose of allocating risk among the
parties to such agreements, and should not be deemed to be a representation, warranty or covenant to you. Moreover,
such representations, warranties or covenants were accurate only as of the date when made. Accordingly, such
representations, warranties and covenants should not be relied on as accurately representing the current state of our
affairs.
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Information contained in, and that can be accessed through, our web site www.trovagene.com shall not be deemed to
be part of this prospectus or incorporated herein by reference and should not be relied upon by any prospective
investors for the purposes of determining whether to purchase the shares offered hereunder.

i
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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This prospectus and the documents incorporated by reference herein contain, in addition to historical information,
certain forward-looking statements. within the meaning of Section 27A of the Securities Act or 1933, as amended (the
�Securities Act�), and Section 21E of the Securities Exchange Act of 1934, as amended, that include information
relating to future events, future financial performance, strategies, expectations, competitive environment, regulation
and availability of resources. Such forward-looking statements include those that express plans, anticipation, intent,
contingency, goals, targets or future development and/or otherwise are not statements of historical fact. These
forward-looking statements are based on our current expectations and projections about future events and they are
subject to risks and uncertainties known and unknown that could cause actual results and developments to differ
materially from those expressed or implied in such statements.

In some cases, you can identify forward-looking statements by terminology, such as �expects,� �anticipates,� �intends,�
�estimates,� �plans,� �believes,� �seeks,� �may,� �should�, �could� or the negative of such terms or other similar expressions.
Accordingly, these statements involve estimates, assumptions and uncertainties that could cause actual results to differ
materially from those expressed in them. Any forward-looking statements are qualified in their entirety by reference to
the factors discussed throughout this prospectus or incorporated herein by reference.

You should read this prospectus and the documents we have incorporated by reference or filed as exhibits to the
registration statement, of which this prospectus is part, completely and with the understanding that our actual future
results may be materially different from what we expect. You should not assume that the information contained in this
prospectus or any prospectus supplement or free writing prospectus is accurate as of any date other than the date on
the front cover of those documents, or that the information contained in any document incorporated by reference is
accurate as of any date other than the date of the document incorporated by reference, regardless of the time of
delivery of this prospectus or any sale of a security.

Risks, uncertainties and other factors that may cause our actual results, performance or achievements to be different
from those expressed or implied in our written or oral forward-looking statements may be found in this prospectus
under the heading �Risk Factors� and in our Annual Report on Form 10-K for the year ended December 31, 2016 under
the headings �Risk Factors� and �Business,� as updated in our Quarterly Report(s) on Form 10-Q.

Forward-looking statements speak only as of the date they are made. You should not put undue reliance on any
forward-looking statements. We assume no obligation to update forward-looking statements to reflect actual results,
changes in assumptions or changes in other factors affecting forward-looking information, except to the extent
required by applicable securities laws. If we do update one or more forward-looking statements, no inference should
be drawn that we will make additional updates with respect to those or other forward-looking statements.

New factors emerge from time to time, and it is not possible for us to predict which factors will arise. In addition, we
cannot assess the impact of each factor on our business or the extent to which any factor, or combination of factors,
may cause actual results to differ materially from those contained in any forward-looking statements. We qualify all of
the information presented in this prospectus and incorporated herein by reference, and particularly our
forward-looking statements, by these cautionary statements.

-1-
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PROSPECTUS SUMMARY

The following summary highlights certain of the information contained elsewhere in or incorporated by reference into
this prospectus. Because this is only a summary, however, it does not contain all the information you should consider
before investing in our common stock and it is qualified in its entirety by, and should be read in conjunction with, the
more detailed information included elsewhere in or incorporated by reference into this prospectus. Before you make
an investment decision, you should read this entire prospectus carefully, including the risks of investing in our
securities discussed under the section of this prospectus entitled �Risk Factors� and similar headings in the other
documents that are incorporated by reference into this prospectus. You should also carefully read the information
incorporated by reference into this prospectus, including our financial statements, and the exhibits to the registration
statement of which this prospectus is a part.

Unless the context otherwise requires, references to �we,� �our,� �us,� �Trovagene� or the �Company� in this
prospectus mean Trovagene, Inc. on a consolidated basis with its wholly-owned subsidiary, Trovagene, Srl, as
applicable.

Overview

We are a precision medicine biotechnology company developing oncology therapeutics for improved cancer care,
optimizing drug development by leveraging our proprietary Precision Cancer Monitoring, or PCM, technology in
tumor genomics. Our broad intellectual property and proprietary technology enables us to measure ctDNA in urine
and blood to identify and quantify clinically actionable markers for predicting response to cancer therapies. We offer
our PCM technology at our CLIA-certified/CAP-accredited laboratory and plan to continue to vertically integrate our
PCM technology with the development of precision cancer therapeutics.

We believe we have an opportunity to utilize precision diagnostics to improve treatment outcomes for cancer patients
using our proprietary technology to detect clinically actionable mutations and monitor patient response to therapy. On
March 15, 2017, we announced the licensing of PCM-075, a Polo-like Kinase 1, or PLK1, inhibitor, from Nerviano
Medical Sciences S.r.l., or Nerviano. We have a supplier agreement with NerPharMa, S.r.l., a pharmaceutical
manufacturing company and a subsidiary of Nerviano, to manufacture drug product for PCM-075. The agreement
covers the clinical and commercial supply of PCM-075, and includes both Active Pharmaceutical Ingredients, or API,
and Good Manufacturing Process, or GMP, production of capsules. The licensing of global development and
commercialization rights to PCM-075 allows us to execute our strategy to vertically integrate our PCM technology
with precision cancer therapeutics, by developing drugs where our deep understanding of tumor genomics may allow
for effective targeting of appropriate cancer patients.

We have completed a Phase 1 safety study of PCM-075 in patients with advanced metastatic solid tumors and we
received notification from the U.S. Food and Drug Administration, or FDA, that our Phase 1b/2 clinical trial of
PCM-075 in patients with Acute Myeloid Leukemia, or AML, may proceed. PCM-075 has positive preclinical data as
a single agent and in combination with select chemotherapeutics and targeted agents used in many hematologic and
solid cancers, including AML, Non-Hodgkin Lymphoma, metastatic Castration Resistant Prostate Cancer, or mCRPC,
Adrenocortical Carcinoma, or ACC, and Triple Negative Breast Cancer, or TNBC.

We have significant experience and expertise with biomarkers and technology in cancer, including AML. We are one
of the patent holders of NPM1 for diagnosis and monitoring of patients. NPM1-mutated AML is a genetic marker in
leukemia and accounts for approximately one-third of all AML patients. We plan to use our PCM technology to
profile other dominant AML markers, such as FLT3, DNMT3A, NRAS, and KIT, as well as to measure PLK1
enzymatic activity to potentially identify patients most likely to respond to PCM-075 and to measure patient therapy
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PCM-075, PLK1 Inhibitor

PLK1 is a serine/threonine protein kinase involved in the entry into, progression through, and exit from mitosis with
roles in centrosome maturation, bi-polar spindle formation, chromosome separation, and cytokinesis. Many liquid and
solid cancers overexpress PLK1 during the cancer cell growth process. PLK1 is over-expressed in a wide variety of
hematologic and solid tumor malignancies including acute myeloid leukemia, prostate, lung, breast, and
adrenocortical carcinoma. In addition, several studies have shown that this over-expression correlates with poor
prognosis.

PCM-075 is the first PLK1 selective adenosine triphosphate, or ATP, competitive inhibitor administered orally to
enter clinical trials with apparent antitumor activity in different preclinical models. PCM-075 was developed to have
high selectivity to PLK1 (at low nanomolar IC50 levels), oral bioavailability, and a relatively short drug half-life of
approximately 24 hours compared to another PLK1 inhibitor (volasertib). PCM-075�s reversible hematological
toxicities are to be expected based on the mechanism of action of the drug which we believe may prove useful in
addressing clinical therapeutic needs in AML, mCRPC, relapse NHL, ACC and other liquid and solid tumors.

PCM-075 has been tested in vivo in different xenograft and transgenic models at times suggesting tumor growth
inhibition or tumor regression when used in combination with other therapies. PCM-075 has been tested for
antiproliferative activity on a panel of 148 tumor cell lines and appeared highly active with an IC50 (a measure
concentration for 50% target inhibition) below 100 nM in 75 cell lines and IC50 values below 1 uM in 133 out of 148
cell lines. PCM-075 also appears active in cells expressing multi-drug resistant, or MDR, transporter proteins and we
believe PCM-075�s apparent ability to overcome the MDR transporter resistance mechanism in cancer cells could
prove useful in broader drug combination applications.

Combination Therapy

PCM-075 has been evaluated pre-clinically in combination with more than ten different chemotherapeutics, including
cisplatin, cytarabine, doxorubicin, gemcitabine and paclitaxel, as well as targeted therapies, such as abiraterone
acetate, HDAC inhibitors, FLT3 inhibitors, and bortezomib. These therapeutics are used clinically for treatment of
many hematologic and solid cancers, including Acute Myeloid Leukemia, or AML, Non-Hodgkin Lymphoma, or
NHL, metastatic Castration-Resistant Prostate Cancer, or mCRPC, Adrenocortical Carcinoma, or ACC, Triple
Negative Breast Cancer, or TNBC, Small Cell Lung Cancer, or SCLC, and Ovarian Cancer, or OC.

On August 16, 2017, we announced results of preclinical research indicating potential synergy (interaction of discrete
drugs such that the total effect is greater than the sum of the individual effects) of PCM-075 with an investigational
FLT3 Inhibitor, Quizartinib by Daiichi Sankyo, in FLT3 mutant xenograft mouse models. This synergy assessment
study was conducted for us by a third-party contract research group. Approximately one third of AML patients harbor
FLT3-mutated blood cancer cells. The FDA recently approved Rydapt® (midostaurin) by Novartis for the treatment of
newly diagnosed adult patients with AML that are FLT3 mutation-positive in combination with cytarabine and
daunorubicin induction and cytarabine consolidation chemotherapy. There are two additional FLT3 inhibitors in
ongoing phase 3 trials, including Quizartinib. We believe that a combination of PCM-075 with a FLT3 inhibitor for
AML patients with a FLT3 mutation could extend treatment response and possibly slow or reduce resistance to FLT3
activity.

On August 21, 2017, we announced results of preclinical research indicating potential synergy of PCM-075 with a
histone deacetylase, or HDAC, inhibitor in NHL cell lines. This synergy assessment study was conducted by
Dr. Steven Grant, Associate Director for Translational Research and co-Leader, Developmental Therapeutics
Program, Massey Cancer Center. Patients with relapsed or refractory NHL, such as cutaneous T cell lymphoma and
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continues to be an area of unmet medical need. Dr. Grant�s data appeared to indicate that the combination of PCM-075
with Beleodaq® (belinostat), an HDAC inhibitor indicated for the treatment of patients with relapsed or refractory
peripheral T-cell lymphoma, reduced cancer cells by up to 80% in two different forms of NHL (aggressive double-hit
B-cell lymphoma and mantle cell lymphoma) cell lines.

On October 11, 2017, we entered into a Patent Option Agreement with Massachusetts Institute of Technology, or
MIT, for the exclusive rights to negotiate a royalty-bearing, limited-term exclusivity license to practice world-wide
patent rights to US Patent 9,566,280, subject to the rights of MIT (research, testing, and educational purposes), Ortho
McNeil Pharmaceuticals-Janssen Pharmaceuticals and its Affiliates (internal research and pre-clinical drug
development purposes including some laboratory research) and the federal government (government-funded
inventions claimed in any patent rights and to exercise march in rights). This patent is generally directed to
combination therapies including an antiandrogen or androgen antagonist and polo-like kinase inhibitor for the
treatment of cancer. The Patent Option Agreement expires one-year from the effective date and includes other
requirements to maintain the option period.

On October 18, 2017, we announced results of preclinical research indicating potential synergy of PCM-075 with
abiraterone acetate in C4-2 prostate cancer cells. This synergy assessment study was conducted by Dr. Michael Yaffe
M.D., Ph.D. FACS, David H. Koch Professor of Biology and Biological Engineering at MIT. The results appeared to
indicate that the combination of PCM-075 with Zytiga® (abiraterone) decreased cell viability in mCRPC tumor cells
and the apparent synergy observed was greater than the expected effect of combining the two drugs. Zytiga is
indicated for use in combination with prednisone for the treatment of patients with mCRPC who have received prior
chemotherapy containing docetaxel. We believe there is an unmet medical need to improve on the resistance to
hormone therapy and extend the benefit of response to abiraterone for mCRPC patients.

PCM-075 Phase 1 Safety Study in Solid Tumors

A Phase 1 safety study of PCM-075 has been completed in patients with advanced metastatic solid tumor cancers with
data published in July 2017 in the peer-reviewed journal Investigational New Drugs. Dr. Glen Weiss, Medical
Oncologist at Goodyear, AZ and affiliated with Cancer Treatment Centers of America at Western Regional Medical
Center, was the principal investigator and first author of the publication, entitled �Phase 1 Dose-Escalation Study of
NMS-1286937, an Orally Available Polo-Like Kinase 1 Inhibitor, in Patients with Advanced or Metastatic Solid
Tumors.� This study evaluated first-cycle dose limiting toxicities and related maximum tolerated dose with data
indicating a manageable safety profile for PCM-075 for the treatment of advanced or metastatic solid tumors, with
transient adverse events that were likely related to the drug�s mechanism of action. The authors believe that data from
preclinical work, coupled with the results of the Phase 1 trial, suggest that PCM-075 could become a new therapeutic
option for the treatment of solid tumors and hematological malignancies, including AML.

PCM-075 was administered orally, once daily for five consecutive days, every three weeks, to evaluate first cycle
dose-limiting toxicities and related maximum tolerated dose in adult subjects with advanced/metastatic solid tumors.
The study was also intended to evaluate PCM-075�s pharmacokinetic profile in plasma, its anti-tumor activity, and its
ability to modulate intracellular targets in biopsied tissue. The study identified thrombocytopenia and neutropenia as
the primary toxicities, which is consistent with the expected mechanism of action of PCM-075 and results from
preclinical studies. These hematologic toxicities were reversible, with recovery usually occurring within 3 weeks. One
patient experienced a grade 3 constipation adverse event, which the authors conclude may have been due to
concomitant treatment with opiates.

We plan to utilize the existing Investigational New Drug, or IND, application to develop PCM-075 as we work to
potentially expand our drug development in solid tumors, such as mCRPC.
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PCM-075 Phase 1b/2 Clinical Study in Hematologic Cancers

We submitted an IND application to the FDA on June 26, 2017. This submission included a Phase 1b/2 clinical
protocol intended to better characterize the safety profile of PCM-075 in AML patients, provide a preliminary
assessment of response to PCM-075 when used in combination with standard of care chemotherapy, study the effect
of different clinical dosing regimens, as well as explore the potential of correlative biomarker analyses to select
patients more likely to respond. On July 24, 2017, we received notification that the FDA reviewed our IND and our
Phase 1b/2 clinical trial of PCM-075 in patients with AML may proceed. Dr. Jorge Cortes, Deputy Department Chair,
Department of Leukemia, Division of Cancer Medicine, The University of Texas MD Anderson Cancer Center is the
principal investigator for the Phase 1b/2 trial. On September 28, 2017, the FDA granted an orphan drug designation to
PCM-075 for the treatment of patients with acute myeloid leukemia.

The Phase 1b/2 is an open-label study of the safety and anti-leukemic activity of PCM-075 in combination with
standard of care chemotherapy. Phase 1b subjects will be those that have relapsed or had resistant disease to no more
than three prior therapeutic regimens. Phase 2 subjects will be those that have received no more than one prior
regimen for the treatment of their AML, have either relapsed or refractory disease, and are judged not to be candidates
for re-induction therapy that includes hematopoietic cell transplantation. In addition, subjects can be included in Phase
2 if they are newly diagnosed, have not received prior therapy for the treatment of their AML, and are ineligible for, or
have refused, standard intensive induction therapy.

Company Information

We were incorporated in the State of Florida on April 26, 2002. On July 2, 2004, we acquired Xenomics, a California
corporation, which was in business to develop and commercialize urine-based molecular diagnostics technology. In
2007, we changed our fiscal year end from January 31 to December 31 and in January 2010, we re-domesticated our
state of incorporation from Florida to Delaware and our name was changed to Trovagene, Inc. We have trademarks for
the name TROVAGENE, TROVAGENE PRECISION CANCER MONITORING and TROVAGENE
TRANSRENAL MOLECULAR DIAGNOSTICS. Our principal executive offices are located at 11055 Flintkote
Avenue, San Diego, CA 92121, and our telephone number is 858-952-7570. Our website address is
www.trovagene.com. The information on our website is not part of this prospectus supplement. We have included our
website address as a factual reference and do not intend it to be an active link to our website.

-5-
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SUMMARY OF THE OFFERING

Securities offered by us [            ] shares of common stock and warrants to purchase up to an aggregate of
[            ] shares of common stock (assuming a combined public offering price of $[            ]
per share and related warrants).

Common stock
outstanding after this
offering

[            ] shares or [            ] shares if the warrants sold in this offering are exercised in full
(assuming a combined public offering price of $[            ] per share and related warrants).

Warrants offered by us Each share of common stock is being sold together with a warrant to purchase [    ] shares of
our common stock. Each warrant will have an exercise price per share equal to $[            ].
The warrants will be immediately exercisable and will expire on the [            ] anniversary of
the original issuance date. This prospectus also relates to the offering of the shares of
common stock issuable upon exercise of the warrants. There is no established public trading
market for the warrants, and we do not expect a market to develop. In addition, we do not
intend to apply for listing of the warrants on any national securities exchange or other trading
market. Without an active trading market, the liquidity of the warrants will be limited.

Use of proceeds We intend to use the proceeds received from this offering to fund our research and
development activities and for working capital and general corporate purposes. See �Use of
Proceeds� on page 34 of this prospectus.

Risk factors Investing in our securities involves a high degree of risk. For a discussion of factors to
consider before deciding to invest in shares of our securities, you should carefully review and
consider the �Risk Factors� section of this prospectus, as well as the risk factors described or
referred to in any documents incorporated by reference in this prospectus, and in any
applicable prospectus supplement.

The NASDAQ Capital
Market

Our common stock is listed on The NASDAQ Capital Market under the symbol �TROV�.

The number of shares of common stock shown above to be outstanding after this offering is based on 38,105,460
shares outstanding as of October 25, 2017, and excludes as of that date:

� 4,254,339 shares of our common stock issuable upon exercise of outstanding options at a weighted average
price of $4.23 per share;

� 1,277,302 shares of our common stock issuable upon vesting of restricted stock units;
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� 8,972,503 shares of our common stock issuable upon exercise of outstanding warrants with a weighted-average
exercise price of $2.38 per share;

� 63,125 shares of our common stock issuable upon conversion of outstanding shares of Series A Convertible
Preferred Stock; and

� 3,672,924 shares of our common stock that are reserved for equity awards that may be granted under our equity
incentive plans.

Unless otherwise indicated, the information in this prospectus assumes no exercise of the warrants offered hereby.

-6-
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RISK FACTORS

Any investment in our common stock involves a high degree of risk. Before deciding whether to purchase our common
stock, investors should carefully consider the risks described below together with the �Risk Factors� described in our
Annual Report on Form 10-K for the year ended December 31, 2016 and any updates described in our Quarterly
Reports on Form 10-Q, all of which are incorporated herein by reference, as may be amended, supplemented or
superseded from time to time by other reports we file with the Securities Exchange Commission, or SEC as well as any
risks and uncertainties described in any applicable prospectus supplement. Our business, financial condition,
operating results and prospects are subject to the following material risks as well as those material risks incorporated
by reference. Additional risks and uncertainties not presently foreseeable to us may also impair our business
operations. If any of the following risks actually occurs, our business, financial condition or operating results could
be materially adversely affected. In such case, the trading price of our common stock could decline, and our
stockholders may lose all or part of their investment in the shares of our common stock.

Risks Related to our Business

We are a development stage company and may never earn a profit.

We are a development stage company and have incurred losses since our formation. As of June 30, 2017, we have an
accumulated total deficit of approximately $166.2 million. For the fiscal year ended December 31, 2016 and the six
months ended June 30, 2017, we had a net loss attributable to common stockholders of approximately $39.2 million
and $18.1 million, respectively. To date, we have experienced negative cash flow from development of our product
candidate PCM-075 and our cell-free molecular diagnostic technology. We have generated limited revenue from
operations, and we expect to incur substantial net losses for the foreseeable future as we seek to further develop and
commercialize PCM-075 and our cell-free molecular diagnostic technology. We cannot predict the extent of these
future net losses, or when we may attain profitability, if at all. If we are unable to generate significant revenue from
PCM-075 and our cell-free molecular diagnostic technology or attain profitability, we will not be able to sustain
operations.

Because of the numerous risks and uncertainties associated with developing and commercializing PCM-075 and our
cell-free molecular diagnostic technology and tests, we are unable to predict the extent of any future losses or when
we will attain profitability, if ever. We may never become profitable and you may never receive a return on an
investment in our common stock. An investor in our common stock must carefully consider the substantial challenges,
risks and uncertainties inherent in the attempted development and commercialization of PCM-075 and tests in the
medical diagnostic industry. We may never successfully commercialize PCM-075 and our cell-free molecular
diagnostic technology or any future tests we may develop, and our business may not be successful.

We will need to raise substantial additional capital to develop and commercialize PCM-075 and our failure to
obtain funding when needed may force us to delay, reduce or eliminate our product development programs or
collaboration efforts.

As of June 30, 2017, our cash balance and short-term investments was approximately $7.8 million and our working
capital was approximately $1.2 million. Due to our recurring losses from operations and the expectation that we will
continue to incur losses in the future, we will be required to raise additional capital to complete the development and
commercialization of our current product candidates. We have historically relied upon private and public sales of our
equity, as well as debt financings to fund our operations. At June 30, 2017, we had $1.6 million outstanding under
debt agreements. In order to raise additional capital, we may seek to sell additional equity and/or debt securities or
obtain a credit facility or other loan, which we may not be able to do on favorable terms, or at all. Our ability to obtain
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and investor sentiment. If we are unable to raise additional capital when required or on acceptable terms, we may have
to significantly delay, scale back or
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discontinue the development and/or commercialization of one or more of our product candidates, restrict our
operations or obtain funds by entering into agreements on unfavorable terms.

Our financial statements include an explanatory paragraph that expresses substantial doubt about our ability to
continue as a going concern, indicating the possibility that we may not be able to operate in the future.

Primarily as a result of our losses incurred to date, our expected continued future losses, and limited cash balances, we
have included an explanatory paragraph in our financial statements expressing substantial doubt about our ability to
continue as a going concern. Our ability to continue as a going concern is contingent upon, among other factors, the
sale of the shares of our common stock or obtaining alternate financing

Recent events of default have forced us to repay outstanding indebtedness sooner than expected.

On June 1, 2017, we received a Notice of Event of Default (the �Notice�) from Oxford Finance LLC (�Oxford�) with
respect to the Loan Agreement dated as of June 30, 2014 (as amended, restated, supplemented or otherwise modified
from time to time, the �Loan Agreement�), by and among Oxford, as Collateral Agent, Oxford, as a Lender, Silicon
Valley Bank, as a Lender (�SVB�) and together with Oxford, the �Lenders�) and us. The Notice stated that Events of
Default had occurred and are continuing under Sections 8.2(a) and 8.2(b) (Covenant Defaults) (as a result of violations
of Section 5.2, 7.1 and 7.2), Section 8.3 (Material Adverse Change), Section 8.6 (Other Agreements) and Section 8.8
(Misrepresentations) of the Loan and Security Agreement. The Notice further stated that all of the obligation under the
Loan and Security Agreement are immediately due and payable. On June 6, 2017, the Lenders withdrew
approximately $16.6 million out of our bank accounts which satisfies all of our outstanding obligations under the
Loan Agreement. On March 31, 2017, we had approximately $28.8 million of cash and short-term investments. As of
June 30, 2017, we had approximately $7.8 million of cash. We need to raise substantial additional capital to operate
our business and our failure to obtain financing will force us to delay, reduce or eliminate our product development
programs or collaboration efforts and would have a material adverse effect on our business.

On June 20, 2017, we received a Notice of Event of Default (the �Equipment Notice�) from SVB with respect to that
certain Loan and Security Agreement in the aggregate principal amount of $1.5 million dated as of November 17,
2015 (as amended, restated, supplemented or otherwise modified from time to time, the �Equipment Loan Agreement�),
between SVB and us. The Equipment Notice stated that Events of Default had occurred and are continuing under
Sections 8.2(a) (Covenant Defaults) (as a result of violations of Section 7.1 and 7.2), Section 8.3 (Material Adverse
Change), Section 8.6 (Other Agreements) and Section 8.8 (Misrepresentations) of the Equipment Loan
Agreement. The Equipment Loan Agreement is substantially similar to the Loan and Security Agreement which also
was the subject of a Notice of Event of Default on June 1, 2017. Both Notices of Event of Default are substantially
similar, except that the Equipment Notice further stated that �SVB intends to monitor the default situation very
carefully and will decide in their sole discretion on a �day-by-day� basis whether or not to exercise rights and
remedies.� As of June 30, 2017, approximately $1.6 million of principal and accrued interest was outstanding under the
equipment loan. We are currently discussing with SVB a waiver of the defaults. In the event that we cannot agree with
SVB on a waiver of the defaults, SVB may accelerate the amounts outstanding under the Equipment Loan Agreement
which will cause us to repay such amounts sooner than expected and could have a material adverse effect on our
business.

Our product candidate PCM-075 is in the early stages of development and its commercial viability remains subject
to the successful outcome of PCM-075 , current and future preclinical studies, clinical trials, regulatory approvals
and the risks generally inherent in the development of a pharmaceutical product candidate. If we are unable to
successfully advance or develop our product candidate, our business will be materially harmed.
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adverse effect on us. To date, we have not successfully developed or commercially marketed, distributed or sold any
product candidate. The success of our business depends primarily upon our ability to successfully
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advance the development of our product candidate through preclinical studies and clinical trials, have the product
candidate approved for sale by the FDA or regulatory authorities in other countries, and ultimately have the product
candidate successfully commercialized by us or a strategic partner. We cannot assure you that the results of our
ongoing preclinical studies or clinical trials will support or justify the continued development of our product
candidate, or that we will receive approval from the FDA, or similar regulatory authorities in other countries, to
advance the development of our product candidate.

Our product candidate must satisfy rigorous regulatory standards of safety and efficacy before we can advance or
complete its clinical development or it can be approved for sale. To satisfy these standards, we must engage in
expensive and lengthy preclinical studies and clinical trials, develop acceptable manufacturing processes, and obtain
regulatory approval of our product candidate. Despite these efforts, our product candidate may not:

� offer therapeutic or other medical benefits over existing drugs or other product candidates in
development to treat the same patient population;

� be proven to be safe and effective in current and future preclinical studies or clinical trials;

� have the desired effects;

� be free from undesirable or unexpected effects;

� meet applicable regulatory standards;

� be capable of being formulated and manufactured in commercially suitable quantities and at an
acceptable cost; or

� be successfully commercialized by us or by collaborators.
Even if we demonstrate favorable results in preclinical studies and early-stage clinical trials, we cannot assure you that
the results of late-stage clinical trials will be favorable enough to support the continued development of our product
candidate. A number of companies in the pharmaceutical and biopharmaceutical industries have experienced
significant delays, setbacks and failures in all stages of development, including late-stage clinical trials, even after
achieving promising results in preclinical testing or early-stage clinical trials. Accordingly, results from completed
preclinical studies and early-stage clinical trials of our product candidate may not be predictive of the results we may
obtain in later-stage trials. Furthermore, even if the data collected from preclinical studies and clinical trials involving
our product candidate demonstrate a favorable safety and efficacy profile, such results may not be sufficient to support
the submission of a New Drug Application, or NDA or a biologics license application, or BLA to obtain regulatory
approval from the FDA in the U.S., or other similar regulatory agencies in other jurisdictions, which is required to
market and sell the product.
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Our product candidate will require significant additional research and development efforts, the commitment of
substantial financial resources, and regulatory approvals prior to advancing into further clinical development or being
commercialized by us or collaborators. We cannot assure you that our product candidate will successfully progress
through the drug development process or will result in commercially viable products. We do not expect our product
candidate to be commercialized by us or collaborators for at least several years.

Our product candidate may exhibit undesirable side effects when used alone or in combination with other approved
pharmaceutical products or investigational new drugs, which may delay or preclude further development or
regulatory approval, or limit their use if approved.

Throughout the drug development process, we must continually demonstrate the safety and tolerability of our product
candidate to obtain regulatory approval to further advance clinical development or to market it. Even if our product
candidate demonstrates biologic activity and clinical efficacy, any unacceptable adverse side

-9-

Edgar Filing: Trovagene, Inc. - Form S-1

Table of Contents 23



Table of Contents

effects or toxicities, when administered alone or in the presence of other pharmaceutical products, which can arise at
any stage of development, may outweigh potential benefits. In preclinical studies and clinical trials we have conducted
to date, our product candidate�s safety profile is based on studies and trials that have involved a small number of
subjects or patients over a limited period of time. We may observe adverse or significant adverse events or drug-drug
interactions in future preclinical studies or clinical trial candidates, which could result in the delay or termination of
development, prevent regulatory approval, or limit market acceptance if ultimately approved.

If the results of preclinical studies or clinical trials for our product candidate, including those that are subject to
existing or future license or collaboration agreements, are unfavorable or delayed, we could be delayed or
precluded from the further development or commercialization of our product candidate, which could materially
harm our business.

In order to further advance the development of, and ultimately receive regulatory approval to sell, our product
candidate, we must conduct extensive preclinical studies and clinical trials to demonstrate its safety and efficacy to the
satisfaction of the FDA or similar regulatory authorities in other countries, as the case may be. Preclinical studies and
clinical trials are expensive, complex, can take many years to complete, and have highly uncertain outcomes. Delays,
setbacks, or failures can occur at any time, or in any phase of preclinical or clinical testing, and can result from
concerns about safety or toxicity, a lack of demonstrated efficacy or superior efficacy over other similar products that
have been approved for sale or are in more advanced stages of development, poor study or trial design, and issues
related to the formulation or manufacturing process of the materials used to conduct the trials. The results of prior
preclinical studies or clinical trials are not necessarily predictive of the results we may observe in later stage clinical
trials. In many cases, product candidates in clinical development may fail to show desired safety and efficacy
characteristics despite having favorably demonstrated such characteristics in preclinical studies or earlier stage clinical
trials.

In addition, we may experience numerous unforeseen events during, or as a result of, preclinical studies and the
clinical trial process, which could delay or impede our ability to advance the development of, receive regulatory
approval for, or commercialize our product candidate, including, but not limited to:

� communications with the FDA, or similar regulatory authorities in different countries, regarding the
scope or design of a trial or trials;

� regulatory authorities (including an Institutional Review Board or Ethical Committee) or IRB or EC, not
authorizing us to commence or conduct a clinical trial at a prospective trial site;

� enrollment in our clinical trials being delayed, or proceeding at a slower pace than we expected, because
we have difficulty recruiting patients or participants dropping out of our clinical trials at a higher rate
than we anticipated;

� our third party contractors, upon whom we rely for conducting preclinical studies, clinical trials and
manufacturing of our trial materials, may fail to comply with regulatory requirements or meet their
contractual obligations to us in a timely manner;
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� having to suspend or ultimately terminate our clinical trials if participants are being exposed to
unacceptable health or safety risks;

� IRBs, ECs or regulators requiring that we hold, suspend or terminate our preclinical studies and clinical
trials for various reasons, including non-compliance with regulatory requirements; and

� the supply or quality of drug material necessary to conduct our preclinical studies or clinical trials being
insufficient, inadequate or unavailable.

Even if the data collected from preclinical studies or clinical trials involving our product candidates demonstrate a
favorable safety and efficacy profile, such results may not be sufficient to support the submission
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of a NDA or BLA to obtain regulatory approval from the FDA in the U.S., or other similar foreign regulatory
authorities in foreign jurisdictions, which is required to market and sell the product.

If third party vendors upon whom we intend to rely on to conduct our preclinical studies or clinical trials do not
perform or fail to comply with strict regulations, these studies or trials of our product candidate may be delayed,
terminated, or fail, or we could incur significant additional expenses, which could materially harm our business.

We have limited resources dedicated to designing, conducting and managing preclinical studies and clinical trials. We
intend to rely on third parties, including clinical research organizations, consultants and principal investigators, to
assist us in designing, managing, monitoring and conducting our preclinical studies and clinical trials. We intend to
rely on these vendors and individuals to perform many facets of the drug development process, including certain
preclinical studies, the recruitment of sites and patients for participation in our clinical trials, maintenance of good
relations with the clinical sites, and ensuring that these sites are conducting our trials in compliance with the trial
protocol, including safety monitoring and applicable regulations. If these third parties fail to perform satisfactorily, or
do not adequately fulfill their obligations under the terms of our agreements with them, we may not be able to enter
into alternative arrangements without undue delay or additional expenditures, and therefore the preclinical studies and
clinical trials of our product candidate may be delayed or prove unsuccessful. Further, the FDA, or other similar
foreign regulatory authorities, may inspect some of the clinical sites participating in our clinical trials in the U.S., or
our third-party vendors� sites, to determine if our clinical trials are being conducted according to Good Clinical
Practices or GCPs. If we or the FDA determine that our third-party vendors are not in compliance with, or have not
conducted our clinical trials according to, applicable regulations we may be forced to delay, repeat or terminate such
clinical trials.

We have limited capacity for recruiting and managing clinical trials, which could impair our timing to initiate or
complete clinical trials of our product candidates and materially harm our business.

We have limited capacity to recruit and manage the clinical trials necessary to obtain FDA approval or approval by
other regulatory authorities. By contrast, larger pharmaceutical and bio-pharmaceutical companies often have
substantial staff with extensive experience in conducting clinical trials with multiple product candidates across
multiple indications. In addition, they may have greater financial resources to compete for the same clinical
investigators and patients that we are attempting to recruit for our clinical trials. If potential competitors are successful
in completing drug development for their product candidates and obtain approval from the FDA, they could limit the
demand for PCM-075.

As a result, we may be at a competitive disadvantage that could delay the initiation, recruitment, timing, completion of
our clinical trials and obtaining regulatory approvals, if at all, for our product candidate.

We, and our collaborators, must comply with extensive government regulations in order to advance our product
candidate through the development process and ultimately obtain and maintain marketing approval for our
products in the U.S. and abroad.

The product candidate that we, or our collaborators, are developing require regulatory approval to advance through
clinical development and to ultimately be marketed and sold, and are subject to extensive and rigorous domestic and
foreign government regulation. In the U.S., the FDA regulates, among other things, the development, testing,
manufacture, safety, efficacy, record-keeping, labeling, storage, approval, advertising, promotion, sale and distribution
of pharmaceutical and biopharmaceutical products. Our product candidate is also subject to similar regulation by
foreign governments to the extent we seek to develop or market it in those countries. We, or our collaborators, must
provide the FDA and foreign regulatory authorities, if applicable, with preclinical and clinical data, as well as data
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supporting an acceptable manufacturing process, that appropriately demonstrate our product candidate�s safety and
efficacy before it can be approved for the targeted indications. Our product candidate has not been approved for sale in
the U.S. or any foreign market, and we cannot predict whether we or our collaborators will obtain regulatory approval
for any product candidates we are developing or
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plan to develop. The regulatory review and approval process can take many years, is dependent upon the type,
complexity, novelty of, and medical need for the product candidate, requires the expenditure of substantial resources,
and involves post-marketing surveillance and vigilance and ongoing requirements for post-marketing studies or
Phase 4 clinical trials. In addition, we or our collaborators may encounter delays in, or fail to gain, regulatory approval
for our product candidate based upon additional governmental regulation resulting from future legislative,
administrative action or changes in FDA�s or other similar foreign regulatory authorities� policy or interpretation during
the period of product development. Delays or failures in obtaining regulatory approval to advance our product
candidate through clinical development, and ultimately commercialize them, may:

� adversely impact our ability to raise sufficient capital to fund the development of our product candidate;

� adversely affect our ability to further develop or commercialize our product candidate;

� diminish any competitive advantages that we or our collaborators may have or attain; and

� adversely affect the receipt of potential milestone payments and royalties from the sale of our products or
product revenues.

Furthermore, any regulatory approvals, if granted, may later be withdrawn. If we or our collaborators fail to comply
with applicable regulatory requirements at any time, or if post-approval safety concerns arise, we or our collaborators
may be subject to restrictions or a number of actions, including:

� delays, suspension or termination of clinical trials related to our products;

� refusal by regulatory authorities to review pending applications or supplements to approved applications;

� product recalls or seizures;

� suspension of manufacturing;

� withdrawals of previously approved marketing applications; and

� fines, civil penalties and criminal prosecutions.
Additionally, at any time we or our collaborators may voluntarily suspend or terminate the preclinical or clinical
development of a product candidate, or withdraw any approved product from the market if we believe that it may pose
an unacceptable safety risk to patients, or if the product candidate or approved product no longer meets our business
objectives. The ability to develop or market a pharmaceutical product outside of the U.S. is contingent upon receiving
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appropriate authorization from the respective foreign regulatory authorities. Foreign regulatory approval processes
typically include many, if not all, of the risks and requirements associated with the FDA regulatory process for drug
development and may include additional risks.

We have limited experience in the development of therapeutic product candidates and therefore may encounter
difficulties developing our product candidate or managing our operations in the future.

We have limited experience in the discovery, development and manufacturing of therapeutic compounds. In order to
successfully develop our product candidate, we must continuously supplement our research, clinical development,
regulatory, medicinal chemistry, virology and manufacturing capabilities through the addition of key employees,
consultants or third-party contractors to provide certain capabilities and skill sets that we do not possess.
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Furthermore, we have adopted an operating model that largely relies on the outsourcing of a number of
responsibilities and key activities to third-party consultants, and contract research and manufacturing organizations in
order to advance the development of our product candidate. Therefore, our success depends in part on our ability to
retain highly qualified key management, personnel, and directors to develop, implement and execute our business
strategy, operate the company and oversee the activities of our consultants and contractors, as well as academic and
corporate advisors or consultants to assist us in this regard. We are currently highly dependent upon the efforts of our
management team. In order to develop our product candidate, we need to retain or attract certain personnel,
consultants or advisors with experience in drug development activities that include a number of disciplines, including
research and development, clinical trials, medical matters, government regulation of pharmaceuticals, manufacturing,
formulation and chemistry, business development, accounting, finance, regulatory affairs, human resources and
information systems. We are highly dependent upon our senior management and scientific staff, particularly William
Welch, our Chief Executive Officer. The loss of services of Mr. Welch or one or more of our other members of senior
management could delay or prevent the successful completion of our planned clinical trials or the commercialization
of our product candidate.

Our success depends in part on our continued ability to attract, retain and motivate highly qualified management,
clinical and scientific personnel and on our ability to develop and maintain important relationships with leading
academic institutions, clinicians and scientists. The competition for qualified personnel in the biotechnology and
pharmaceuticals field is intense. We will need to hire additional personnel as we expand our clinical development and
commercial activities. While we have not had difficulties recruiting qualified individuals, to date, we may not be able
to attract and retain quality personnel on acceptable terms given the competition for such personnel among
biotechnology, pharmaceutical and other companies. Although we have not experienced material difficulties in
retaining key personnel in the past, we may not be able to continue to do so in the future on acceptable terms, if at all.
If we lose any key managers or employees, or are unable to attract and retain qualified key personnel, directors,
advisors or consultants, the development of our product candidate could be delayed or terminated and our business
may be harmed.

Clinical trials involve a lengthy and expensive process with an uncertain outcome, and results of earlier studies
and trials may not be predictive of future trial results.

Our product candidate may not prove to be safe and efficacious in clinical trials and may not meet all the applicable
regulatory requirements needed to receive regulatory approval. In order to receive regulatory approval for the
commercialization of our product candidate, we must conduct, at our own expense, extensive preclinical testing and
clinical trials to demonstrate safety and efficacy of our product candidate for the intended indication of use. Clinical
testing is expensive, can take many years to complete, if at all, and its outcome is uncertain. Failure can occur at any
time during the clinical trial process.

The results of preclinical studies and early clinical trials of new drugs do not necessarily predict the results of
later-stage clinical trials. The design of our clinical trials is based on many assumptions about the expected effects of
our product candidate, and if those assumptions are incorrect it may not produce statistically significant results.
Preliminary results may not be confirmed on full analysis of the detailed results of an early clinical trial. Product
candidates in later stages of clinical trials may fail to show safety and efficacy sufficient to support intended use
claims despite having progressed through initial clinical testing. The data collected from clinical trials of our product
candidates may not be sufficient to support the filing of an NDA or to obtain regulatory approval in the United States
or elsewhere. Because of the uncertainties associated with drug development and regulatory approval, we cannot
determine if or when we will have an approved product for commercialization or achieve sales or profits.

Delays in clinical testing could result in increased costs to us and delay our ability to generate revenue.
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will begin on time, will need to be redesigned or will be completed on schedule, if at all.
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Clinical trials can be delayed for a variety of reasons, including delays in obtaining regulatory approval to commence
a clinical trial, in securing clinical trial agreements with prospective sites with acceptable terms, in obtaining
institutional review board approval to conduct a clinical trial at a prospective site, in recruiting patients to participate
in a clinical trial or in obtaining sufficient supplies of clinical trial materials. Many factors affect patient enrollment,
including the size of the patient population, the proximity of patients to clinical sites, the eligibility criteria for the
clinical trial, competing clinical trials and new drugs approved for the conditions we are investigating. Clinical
investigators will need to decide whether to offer their patients enrollment in clinical trials of our product candidate
versus treating these patients with commercially available drugs that have established safety and efficacy profiles.
Any delays in completing our clinical trials will increase our costs, slow down our product development, timeliness
and approval process and delay our ability to generate revenue.

The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming
and inherently unpredictable, and if we are ultimately unable to obtain regulatory approval for our product
candidate, our business will be substantially harmed.

The time required to obtain approval by the FDA and comparable foreign authorities is unpredictable but typically
takes many years following the commencement of clinical trials and depends upon numerous factors, including the
substantial discretion of the regulatory authorities. In addition, approval policies, regulations, or the type and amount
of clinical data necessary to gain approval may change during the course of a product candidate�s clinical development
and may vary among jurisdictions. We have not obtained regulatory approval for any product candidate and it is
possible that our existing product candidates or any product candidate we may seek to develop in the future will ever
obtain regulatory approval.

Our product candidate could fail to receive regulatory approval for many reasons, including the following:

� the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of
our clinical trials;

� we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory
authorities that a product candidate is safe and effective for its proposed indication;

� the results of clinical trials may not meet the level of statistical significance required by the FDA or
comparable foreign regulatory authorities for approval;

� the FDA or comparable foreign regulatory authorities may disagree with our interpretation of data from
preclinical studies or clinical trials;

� the data collected from clinical trials of our product candidates may not be sufficient to support the
submission of an NDA or other submission or to obtain regulatory approval in the United States or
elsewhere;
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� the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or
facilities of third-party manufacturers with which we contract for clinical and commercial supplies;

� the FDA or comparable foreign regulatory authorities may fail to approve the companion diagnostics we
contemplate developing with partners; and

� the approval policies or regulations of the FDA or comparable foreign regulatory authorities may
significantly change in a manner rendering our clinical data insufficient for approval.

This lengthy approval process as well as the unpredictability of future clinical trial results may result in our failing to
obtain regulatory approval to market our product candidate, which would significantly harm our business, results of
operations and prospects.
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In addition, even if we were to obtain approval, regulatory authorities may approve our product candidate for fewer or
more limited indications than we request, may grant approval contingent on the performance of costly post-marketing
clinical trials, or may approve a product candidate with a label that does not include the labeling claims necessary or
desirable for the successful commercialization of that product candidate. Any of the foregoing scenarios could
materially harm the commercial prospects for our product candidate.

We have not previously submitted a biologics license application, or BLA, or a New Drug Application, or NDA, to
the FDA, or similar drug approval filings to comparable foreign authorities, for our product candidate, and we cannot
be certain that our product candidate will be successful in clinical trials or receive regulatory approval. Further, our
product candidate may not receive regulatory approval even if it is successful in clinical trials. If we do not receive
regulatory approvals for our product candidate, we may not be able to continue our operations. Even if we
successfully obtain regulatory approvals to market one or more of our product candidates, our revenues will be
dependent, in part, upon our collaborators� ability to obtain regulatory approval of the companion diagnostics to be
used with our product candidates, as well as the size of the markets in the territories for which we gain regulatory
approval and have commercial rights. If the markets for patients that we are targeting for our product candidate are not
as significant as we estimate, we may not generate significant revenues from sales of such products, if approved.

We plan to seek regulatory approval and to commercialize our product candidate, directly or with a collaborator,
worldwide including the United States, the European Union and other additional foreign countries which we have not
yet identified. While the scope of regulatory approval is similar in other countries, to obtain separate regulatory
approval in many other countries we must comply with numerous and varying regulatory requirements of such
countries regarding safety and efficacy and governing, among other things, clinical trials and commercial sales,
pricing and distribution of our product candidates, and we cannot predict success in these jurisdictions.

We may be required to suspend or discontinue clinical trials due to unexpected side effects or other safety risks that
could preclude approval of our product candidate.

Our clinical trials may be suspended at any time for a number of reasons. For example, we may voluntarily suspend or
terminate our clinical trials if at any time we believe that they present an unacceptable risk to the clinical trial patients.
In addition, the FDA or other regulatory agencies may order the temporary or permanent discontinuation of our
clinical trials at any time if they believe that the clinical trials are not being conducted in accordance with applicable
regulatory requirements or that they present an unacceptable safety risk to the clinical trial patients.

Administering our product candidate to humans may produce undesirable side effects. These side effects could
interrupt, delay or halt clinical trials of our product candidates and could result in the FDA or other regulatory
authorities denying further development or approval of our product candidate for any or all targeted indications.
Ultimately, our product candidate may prove to be unsafe for human use. Moreover, we could be subject to significant
liability if any volunteer or patient suffers, or appears to suffer, adverse health effects as a result of participating in our
clinical trials.

If we fail to comply with healthcare regulations, we could face substantial enforcement actions, including civil and
criminal penalties and our business, operations and financial condition could be adversely affected.

As a developer of pharmaceuticals, even though we do not intend to make referrals of healthcare services or bill
directly to Medicare, Medicaid or other third-party payers, certain federal and state healthcare laws and regulations
pertaining to fraud and abuse, false claims and patients� privacy rights are and will be applicable to our business. We
could be subject to healthcare fraud and abuse laws and patient privacy laws of both the federal government and the
states in which we conduct our business. The laws include:
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soliciting, receiving or providing remuneration, directly or indirectly, to induce either the
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referral of an individual, for an item or service or the purchasing or ordering of a good or service, for
which payment may be made under federal healthcare programs such as the Medicare and Medicaid
programs;

� federal false claims laws which prohibit, among other things, individuals or entities from knowingly
presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or other third-party
payers that are false or fraudulent, and which may apply to entities like us which provide coding and
billing information to customers;

� the federal Health Insurance Portability and Accountability Act of 1996, which prohibits executing a
scheme to defraud any healthcare benefit program or making false statements relating to healthcare
matters and which also imposes certain requirements relating to the privacy, security and transmission of
individually identifiable health information;

� the Federal Food, Drug, and Cosmetic Act, which among other things, strictly regulates drug
manufacturing and product marketing, prohibits manufacturers from marketing drug products for
off-label use and regulates the distribution of drug samples; and

� state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws
which may apply to items or services reimbursed by any third-party payer, including commercial
insurers, and state laws governing the privacy and security of health information in certain
circumstances, many of which differ from each other in significant ways and often are not preempted by
federal laws, thus complicating compliance efforts.

If our operations are found to be in violation of any of the laws described above or any governmental regulations that
apply to us, we may be subject to penalties, including civil and criminal penalties, damages, fines and the curtailment
or restructuring of our operations. Any penalties, damages, fines, curtailment or restructuring of our operations could
adversely affect our ability to operate our business and our financial results. Although compliance programs can
mitigate the risk of investigation and prosecution for violations of these laws, the risks cannot be entirely eliminated.
Any action against us for violation of these laws, even if we successfully defend against it, could cause us to incur
significant legal expenses and divert management�s attention from the operation of our business. Moreover, achieving
and sustaining compliance with applicable federal and state privacy, security and fraud laws may prove costly.

If we are unable to satisfy regulatory requirements, we may not be able to commercialize our product candidate.

We need FDA approval prior to marketing our product candidate in the United States. If we fail to obtain FDA
approval to market our product candidate, we will be unable to sell our product candidate in the United States and we
will not generate any revenue.

The FDA�s review and approval process, including among other things, evaluation of preclinical studies and clinical
trials of a product candidate as well as the manufacturing process and facility, is lengthy, expensive and uncertain. To
receive approval, we must, among other things, demonstrate with substantial evidence from well-designed and
well-controlled pre- clinical testing and clinical trials that the product candidate is both safe and effective for each
indication for which approval is sought. Satisfaction of these requirements typically takes several years and the time
needed to satisfy them may vary substantially, based on the type, complexity and novelty of the pharmaceutical
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product. We cannot predict if or when we will submit an NDA for approval for our product candidate currently under
development. Any approvals we may obtain may not cover all of the clinical indications for which we are seeking
approval or may contain significant limitations on the conditions of use.

The FDA has substantial discretion in the NDA review process and may either refuse to file our NDA for substantive
review or may decide that our data is insufficient to support approval of our product candidate for
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the claimed intended uses. Following any regulatory approval of our product candidate, we will be subject to
continuing regulatory obligations such as safety reporting, required and additional post marketing obligations, and
regulatory oversight of promotion and marketing. Even if we receive regulatory approvals, the FDA may subsequently
seek to withdraw approval of our NDA if we determine that new data or a reevaluation of existing data show the
product is unsafe for use under the conditions of use upon the basis of which the NDA was approved, or based on new
evidence of adverse effects or adverse clinical experience, or upon other new information. If the FDA does not file or
approve our NDA or withdraws approval of our NDA, the FDA may require that we conduct additional clinical trials,
preclinical or manufacturing studies and submit that data before it will reconsider our application. Depending on the
extent of these or any other requested studies, approval of any applications that we submit may be delayed by several
years, may require us to expend more resources than we have available, or may never be obtained at all.

We will also be subject to a wide variety of foreign regulations governing the development, manufacture and
marketing of our products to the extent we seek regulatory approval to develop and market our product candidate in a
foreign jurisdiction. As of the date hereof we have not identified any foreign jurisdictions which we intend to seek
approval from. Whether or not FDA approval has been obtained, approval of a product by the comparable regulatory
authorities of foreign countries must still be obtained prior to marketing the product in those countries. The approval
process varies and the time needed to secure approval in any region such as the European Union or in a country with
an independent review procedure may be longer or shorter than that required for FDA approval. We cannot assure you
that clinical trials conducted in one country will be accepted by other countries or that an approval in one country or
region will result in approval elsewhere.

If our product candidate is unable to compete effectively with marketed drugs targeting similar indications as our
product candidate, our commercial opportunity will be reduced or eliminated.

We face competition generally from established pharmaceutical and biotechnology companies, as well as from
academic institutions, government agencies and private and public research institutions. Many of our competitors have
significantly greater financial resources and expertise in research and development, manufacturing, preclinical testing,
conducting clinical trials, obtaining regulatory approvals and marketing approved products than we do. Small or
early-stage companies may also prove to be significant competitors, particularly through collaborative arrangements
with large, established companies. Our commercial opportunity will be reduced or eliminated if our competitors
develop and commercialize any drugs that are safer, more effective, have fewer side effects or are less expensive than
our product candidate. These potential competitors compete with us in recruiting and retaining qualified scientific and
management personnel, establishing clinical trial sites and patient enrollment for clinical trials, as well as in acquiring
technologies and technology licenses complementary to our programs or advantageous to our business.

If approved and commercialized, PCM-075 would compete with several currently approved prescription therapies for
the treatment of AML. To our knowledge, other potential competitors are in earlier stages of development. If potential
competitors are successful in completing drug development for their product candidates and obtain approval from the
FDA, they could limit the demand for PCM-075.

We expect that our ability to compete effectively will depend upon our ability to:

� successfully identify and develop key points of product differentiations from currently available
therapies;
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� successfully and rapidly complete clinical trials and submit for and obtain all requisite regulatory
approvals in a cost-effective manner;

� maintain a proprietary position for our products and manufacturing processes and other related product
technology;

� attract and retain key personnel;
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� develop relationships with physicians prescribing these products; and

� build an adequate sales and marketing infrastructure for our product candidates.
Because we will be competing against significantly larger companies with established track records, we will have to
demonstrate that, based on experience, clinical data, side-effect profiles and other factors, our products, if approved,
are competitive with other products. If we are unable to compete effectively and differentiate our products from other
marketed drugs, we may never generate meaningful revenue. If a competitor markets the same drug for the treatment
of AML, before us, we may not receive orphan drug marketing exclusivity.

If the manufacturers upon whom we rely fail to produce our product candidate, in the volumes that we require on a
timely basis, or fail to comply with stringent regulations applicable to pharmaceutical drug manufacturers, we may
face delays in the development and commercialization of our product candidate.

We do not currently possess internal manufacturing capacity. We plan to utilize the services of contract manufacturers
to manufacture our clinical supplies. Any curtailment in the availability of PCM-075, however, could result in
production or other delays with consequent adverse effects on us. In addition, because regulatory authorities must
generally approve raw material sources for pharmaceutical products, changes in raw material suppliers may result in
production delays or higher raw material costs.

We continue to pursue active pharmaceutical ingredients, or API, and drug product supply agreements with other
manufacturers. We may be required to agree to minimum volume requirements, exclusivity arrangements or other
restrictions with the contract manufacturers. We may not be able to enter into long-term agreements on commercially
reasonable terms, or at all. If we change or add manufacturers, the FDA and comparable foreign regulators may
require approval of the changes. Approval of these changes could require new testing by the manufacturer and
compliance inspections to ensure the manufacturer is conforming to all applicable laws and regulations and good
manufacturing practices or GMP. In addition, the new manufacturers would have to be educated in or independently
develop the processes necessary for the production of our product candidate.

The manufacture of pharmaceutical products requires significant expertise and capital investment, including the
development of advanced manufacturing techniques and process controls. Manufacturers of pharmaceutical products
may encounter difficulties in production, particularly in scaling up production. These problems include difficulties
with production costs and yields, quality control, including stability of the product and quality assurance testing,
shortages of qualified personnel, as well as compliance with federal, state and foreign regulations. In addition, any
delay or interruption in the supply of clinical trial supplies could delay the completion of our clinical trials, increase
the costs associated with conducting our clinical trials and, depending upon the period of delay, require us to
commence new clinical trials at significant additional expense or to terminate a clinical trial.

We will be responsible for ensuring that each of our future contract manufacturers comply with the GMP requirements
of the FDA and other regulatory authorities from which we seek to obtain product approval. These requirements
include, among other things, quality control, quality assurance and the maintenance of records and documentation.
The approval process for NDAs includes a review of the manufacturer�s compliance with GMP requirements. We will
be responsible for regularly assessing a contract manufacturer�s compliance with GMP requirements through record
reviews and periodic audits and for ensuring that the contract manufacturer takes responsibility and corrective action
for any identified deviations. Manufacturers our product candidates may be unable to comply with these GMP
requirements and with other FDA and foreign regulatory requirements, if any.
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requirements may result in fines and civil penalties, suspension of production, suspension or delay in product
approval, product seizure or recall, or withdrawal of product approval. If the safety of our product candidate is
compromised due to a manufacturers� failure to adhere to applicable laws or for other reasons, we may not be able to
obtain regulatory approval for or successfully commercialize our product candidates, and we may be held liable for
any injuries sustained as a result. Any of these factors could cause a delay of clinical trials, regulatory submissions,
approvals or commercialization of PCM-075 or other product candidates, entail higher costs or result in us being
unable to effectively commercialize our product candidates. Furthermore, if our manufacturers fail to deliver the
required commercial quantities on a timely basis and at commercially reasonable prices, we may be unable to meet
demand for any approved products and would lose potential revenues.

We may not be able to manufacture our product candidate in commercial quantities, which would prevent us from
commercializing our product candidate.

To date, our product candidate has been manufactured in small quantities for preclinical studies and clinical trials. If
our product candidate is approved by the FDA or comparable regulatory authorities in other countries for commercial
sale, we will need to manufacture such product candidate in larger quantities. We may not be able to increase
successfully the manufacturing capacity for our product candidate in a timely or economic manner, or at all.
Significant scale-up of manufacturing may require additional validation studies, which the FDA must review and
approve. If we are unable to increase successfully the manufacturing capacity for a product candidate, the clinical
trials as well as the regulatory approval or commercial launch of that product candidate may be delayed or there may
be a shortage in supply. Our product candidate requires precise, high quality manufacturing. Our failure to achieve and
maintain these high quality manufacturing standards in collaboration with our third-party manufacturers, including the
incidence of manufacturing errors, could result in patient injury or death, product recalls or withdrawals, delays or
failures in product testing or delivery, cost overruns or other problems that could harm our business, financial
condition and results of operations.

Materials necessary to manufacture our product candidate may not be available on commercially reasonable terms,
or at all, which may delay the development and commercialization of our product candidate.

We rely on Nerviano to purchase from third-party suppliers the materials necessary to produce bulk APIs, and product
candidates for our clinical trials, and we will rely on such manufacturers to purchase such materials to produce the
APIs and finished products for any commercial distribution of our products if we obtain marketing approval. Suppliers
may not sell these materials to our manufacturers at the time they need them in order to meet our required delivery
schedule or on commercially reasonable terms, if at all. We do not have any control over the process or timing of the
acquisition of these materials by our manufacturers. Moreover, we currently do not have any agreements for the
production of these materials. If our manufacturers are unable to obtain these materials for our clinical trials, testing of
the affected product candidate would be delayed, which may significantly impact our ability to develop the product
candidate. If we or our manufacturers are unable to purchase these materials after regulatory approval has been
obtained for one of our products, the commercial launch of such product would be delayed or there would be a
shortage in supply of such product, which would harm our ability to generate revenues from such product and achieve
or sustain profitability.

Our product candidate, if approved for sale, may not gain acceptance among physicians, patients and the medical
community, thereby limiting our potential to generate revenues.

If our product candidate is approved for commercial sale by the FDA or other regulatory authorities, the degree of
market acceptance of any approved product by physicians, healthcare professionals and third-party payers and our
profitability and growth will depend on a number of factors, including:
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� changes in the practice guidelines and the standard of care for the targeted indication;

� relative convenience and ease of administration;
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� the prevalence and severity of any adverse side effects;

� budget impact of adoption of our product on relevant drug formularies and the availability, cost and
potential advantages of alternative treatments, including less expensive generic drugs;

� pricing, reimbursement and cost effectiveness, which may be subject to regulatory control;

� effectiveness of our or any of our partners� sales and marketing strategies;

� the product labeling or product insert required by the FDA or regulatory authority in other countries; and

� the availability of adequate third-party insurance coverage or reimbursement.
If any product candidate that we develop does not provide a treatment regimen that is as beneficial as, or is perceived
as being as beneficial as, the current standard of care or otherwise does not provide patient benefit, that product
candidate, if approved for commercial sale by the FDA or other regulatory authorities, likely will not achieve market
acceptance. Our ability to effectively promote and sell any approved products will also depend on pricing and
cost-effectiveness, including our ability to produce a product at a competitive price and our ability to obtain sufficient
third-party coverage or reimbursement. If any product candidate is approved but does not achieve an adequate level of
acceptance by physicians, patients and third-party payers, our ability to generate revenues from that product would be
substantially reduced. In addition, our efforts to educate the medical community and third-party payers on the benefits
of our product candidates may require significant resources, may be constrained by FDA rules and policies on product
promotion, and may never be successful.

Guidelines and recommendations published by various organizations can impact the use of our product.

Government agencies promulgate regulations and guidelines directly applicable to us and to our product. In addition,
professional societies, practice management groups, private health and science foundations and organizations involved
in various diseases from time to time may also publish guidelines or recommendations to the health care and patient
communities. Recommendations of government agencies or these other groups or organizations may relate to such
matters as usage, dosage, route of administration and use of concomitant therapies. Recommendations or guidelines
suggesting the reduced use of our products or the use of competitive or alternative products that are followed by
patients and health care providers could result in decreased use of our proposed product.

If third-party contract manufacturers upon whom we rely to formulate and manufacture our product candidate do
not perform, fail to manufacture according to our specifications or fail to comply with strict regulations, our
preclinical studies or clinical trials could be adversely affected and the development of our product candidate could
be delayed or terminated or we could incur significant additional expenses.

We do not own or operate any manufacturing facilities. We intend to rely on third-party contractors, at least for the
foreseeable future, to formulate and manufacture these preclinical and clinical materials. Our reliance on third- party
contract manufacturers exposes us to a number of risks, any of which could delay or prevent the completion of our
preclinical studies or clinical trials, or the regulatory approval or commercialization of our product candidate, result in
higher costs, or deprive us of potential product revenues. Some of these risks include:
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� our third-party contractors failing to develop an acceptable formulation to support later-stage clinical
trials for, or the commercialization of, our product candidates;

� our contract manufacturers failing to manufacture our product candidate according to their own
standards, our specifications, cGMPs, or otherwise manufacturing material that we or the FDA may deem
to be unsuitable in our clinical trials;
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� our contract manufacturers being unable to increase the scale of, increase the capacity for, or reformulate
the form of our product candidate. We may experience a shortage in supply, or the cost to manufacture
our products may increase to the point where it adversely affects the cost of our product candidate. We
cannot assure you that our contract manufacturers will be able to manufacture our products at a suitable
scale, or we will be able to find alternative manufacturers acceptable to us that can do so;

� our contract manufacturers placing a priority on the manufacture of their own products, or other
customers� products;

� our contract manufacturers failing to perform as agreed or not remain in the contract manufacturing
business; and

� our contract manufacturers� plants being closed as a result of regulatory sanctions or a natural disaster.
Manufacturers of pharmaceutical products are subject to ongoing periodic inspections by the FDA, the U.S. Drug
Enforcement Administration (�DEA�) and corresponding state and foreign agencies to ensure strict compliance with
FDA-mandated current good marketing practices or cGMPs, other government regulations and corresponding foreign
standards. While we are obligated to audit their performance, we do not have control over our third-party contract
manufacturers� compliance with these regulations and standards. Failure by our third-party manufacturers, or us, to
comply with applicable regulations could result in sanctions being imposed on us or the drug manufacturer from the
production of other third-party products. These sanctions may include fines, injunctions, civil penalties, failure of the
government to grant pre-market approval of drugs, delays, suspension or withdrawal of approvals, seizures or recalls
of product, operating restrictions and criminal prosecutions, any of which could significantly and adversely affect our
business.

In the event that we need to change our third-party contract manufacturers, our preclinical studies, clinical trials
or the commercialization of our product candidate could be delayed, adversely affected or terminated, or such a
change may result in significantly higher costs.

Due to regulatory restrictions inherent in an IND, NDA or BLA, various steps in the manufacture of our product
candidate may need to be sole-sourced. In accordance with cGMPs, changing manufacturers may require the
re-validation of manufacturing processes and procedures, and may require further preclinical studies or clinical trials
to show comparability between the materials produced by different manufacturers. Changing our current or future
contract manufacturers may be difficult for us and could be costly, which could result in our inability to manufacture
our product candidate for an extended period of time and therefore a delay in the development of our product
candidate. Further, in order to maintain our development time lines in the event of a change in our third-party contract
manufacturer, we may incur significantly higher costs to manufacture our product candidate.

We do not currently have any internal drug discovery capabilities, and therefore we are dependent on in-licensing
or acquiring development programs from third parties in order to obtain additional product candidates.

If in the future we decide to further expand our pipeline, we will be dependent on in-licensing or acquiring product
candidates as we do not have significant internal discovery capabilities at this time. Accordingly, in order to generate
and expand our development pipeline, we have relied, and will continue to rely, on obtaining discoveries, new
technologies, intellectual property and product candidates from third-parties through sponsored research, in-licensing
arrangements or acquisitions. We may face substantial competition from other biotechnology and pharmaceutical
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on terms we find acceptable, if at all. In-licensed compounds
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that appear promising in research or in preclinical studies may fail to progress into further preclinical studies or
clinical trials.

If a product liability claim is successfully brought against us for uninsured liabilities, or such claim exceeds our
insurance coverage, we could be forced to pay substantial damage awards that could materially harm our business.

The use of any of our existing or future product candidates in clinical trials and the sale of any approved
pharmaceutical products may expose us to significant product liability claims. We currently do not have product
liability insurance coverage for our proposed clinical trials but we intend to obtain such insurance. Such insurance
coverage may not protect us against any or all of the product liability claims that may be brought against us in the
future. We may not be able to acquire or maintain adequate product liability insurance coverage at a commercially
reasonable cost or in sufficient amounts or scope to protect us against potential losses. In the event a product liability
claim is brought against us, we may be required to pay legal and other expenses to defend the claim, as well as
uncovered damage awards resulting from a claim brought successfully against us. In the event our product candidate
is approved for sale by the FDA and commercialized, we may need to substantially increase the amount of our product
liability coverage. Defending any product liability claim or claims could require us to expend significant financial and
managerial resources, which could have an adverse effect on our business.

If we materially breach or default under the Nerviano Agreements, Nerviano will have the right to terminate the
agreement and we could lose critical license rights, which would materially harm our business.

Our business is substantially dependent upon certain intellectual property rights that we license from Nerviano.
Therefore, our commercial success will depend to a large extent on our ability to maintain and comply with our
obligations under the Agreement. The Agreement provides the right to terminate if the Agreement for an uncured
breach by us, or if we are insolvent or the subject of a bankruptcy proceeding, or potentially other reasons. We expect
that other technology in-licenses that we may enter into in the future will contain similar provisions and impose
similar obligations on us. If we fail to comply with any such obligations such licensor will likely terminate their
out-licenses to us, in which case we would not be able to market products covered by these licenses, including our
PCM-075 asset. The loss of our license with Nerviano with respect to the PCM-075, and potentially other licenses that
we enter into in the future, would have a material adverse effect on our business. In addition, our failure to comply
with obligations under our material in-licenses may cause us to become subject to litigation or other potential disputes
under any such license agreements.

In addition, the Nerviano Agreement requires us to make certain payments, including license fees, milestone payments
royalties, and other such terms typically required under licensing agreements and these types of technology in-licenses
generally could make it difficult for us to find corporate partners and less profitable for us to develop product
candidates utilizing these existing product candidates and technologies.

We may delay or terminate the development of a product candidate at any time if we believe the perceived market
or commercial opportunity does not justify further investment, which could materially harm our business.

Even though the results of preclinical studies and clinical trials that have been conducted or may conduct in the future
may support further development of our product candidate, we may delay, suspend or terminate the future
development of a product candidate at any time for strategic, business, financial or other reasons, including the
determination or belief that the emerging profile of the product candidate is such that it may not receive FDA
approval, gain meaningful market acceptance, generate a significant return to shareholders, or otherwise provide any
competitive advantages in its intended indication or market.
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We depend upon our officers and other key employees, and if we are not able to retain them or recruit additional
qualified personnel, the commercialization of our product candidates and any future tests that we develop could be
delayed or negatively impacted.

Our success is largely dependent upon the continued contributions of our officers, especially William J. Welch, our
Chief Executive Officer, and other key employees. Our success also depends in part on our ability to attract and retain
highly qualified scientific, commercial and administrative personnel. The specialized nature of our industry results in
an inherent scarcity of experienced personnel in the field and, in order to pursue our test development and
commercialization strategies, we will need to attract, hire and retain, or engage as consultants, additional personnel
with specialized experience in a number of disciplines, including assay development, bioinformatics and statistics,
laboratory and clinical operations, clinical affairs and studies, government regulation, sales and marketing, billing and
reimbursement and information systems. Additionally, there is intense competition for personnel in the fields in which
we operate. If we are unable to attract new employees and retain existing employees, the development and
commercialization of our product candidates and any tests we may develop in the future could be delayed or
negatively impacted.

We will need to increase the size of our organization, and we may experience difficulties in managing growth.

We are a small company with    full-time employees as of June 30, 2017. Future growth of our company will impose
significant additional responsibilities on members of management, including the need to identify, attract, retain,
motivate and integrate highly skilled personnel. We may increase the number of employees in the future depending on
the progress of our development of our product candidates and our cell-free molecular diagnostic technology. Our
future financial performance and our ability to commercialize our product candidates and cell-free molecular
diagnostic tests and to compete effectively will depend, in part, on our ability to manage any future growth effectively.
To that end, we must be able to:

� manage our clinical studies effectively;

� integrate additional management, administrative, manufacturing and regulatory personnel;

� maintain sufficient administrative, accounting and management information systems and controls; and

� hire and train additional qualified personnel.
There is no guarantee that we will be able to accomplish these tasks, and our failure to accomplish any of them could
materially adversely affect our business, prospects and financial condition.

All of our diagnostic technology and services are performed at a single laboratory, and in the event this facility is
affected by a termination of the lease or a man-made or natural disaster, our operations could be severely
impaired.

We are performing all of our diagnostic services in our laboratory located in San Diego, California. Despite
precautions taken by us, any future natural or man-made disaster at this laboratory, such as a fire, flood, earthquake or
terrorist act, could cause substantial delays in our operations, damage or destroy our equipment and urine samples or
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In addition, we are leasing the facilities where our laboratory operates. We are currently in compliance with all of our
lease obligations, but should the lease terminate for any reason, or if the laboratory is moved due to conditions outside
of our control, it could cause substantial delay in our diagnostics operations, damage or destroy our equipment and
biological samples or cause us to incur additional expenses. In the event of an extended shutdown of our laboratory,
we may be unable to perform our services in a timely manner or at all and therefore would be unable to operate in a
commercially competitive manner. This could materially adversely affect our operating results and financial
condition.
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Further, if we have to use a substitute laboratory while our facility is closed, we could only use another facility with
established state licensure and accreditation under CLIA. We may not be able to find another CLIA-certified facility
and comply with applicable procedures, or find any such laboratory that would be willing to perform the tests for us
on commercially reasonable terms. Additionally, any new laboratory opened by us would be subject to certification
under CLIA and licensure by various states, which would take a significant amount of time and expense and result in
delays in our ability to continue our personalized medicine services operations.

Security threats to our information technology infrastructure and/or our physical buildings could expose us to
liability and damage our reputation and business.

It is essential to our business strategy that our technology and network infrastructure and our physical buildings
remain secure and are perceived by our customers and corporate partners to be secure. Despite security measures,
however, any network infrastructure may be vulnerable to cyber-attacks by hackers and other security threats. We may
face cyber-attacks that attempt to penetrate our network security, sabotage or otherwise disable our research, products
and services, misappropriate our or our customers� and partners� proprietary information, which may include personally
identifiable information, or cause interruptions of our internal systems and services. Despite security measures, we
also cannot guarantee security of our physical buildings. Physical building penetration or any cyber-attacks could
negatively affect our reputation, damage our network infrastructure and our ability to deploy our products and
services, harm our relationship with customers and partners that are affected, and expose us to financial liability.

Additionally, there are a number of state, federal and international laws protecting the privacy and security of health
information and personal data. For example, the Health Insurance Portability and Accountability Act, or HIPAA,
imposes limitations on the use and disclosure of an individual�s healthcare information by healthcare providers,
healthcare clearinghouses, and health insurance plans, or, collectively, covered entities, and also grants individuals
rights with respect to their health information. HIPAA also imposes compliance obligations and corresponding
penalties for non-compliance on individuals and entities that provide services to healthcare providers and other
covered entities. As part of the American Recovery and Reinvestment Act of 2009, or ARRA, the privacy and security
provisions of HIPAA were amended. ARRA also made significant increases in the penalties for improper use or
disclosure of an individual�s health information under HIPAA and extended enforcement authority to state attorneys
general. As amended by ARRA and subsequently by the final omnibus rule adopted in 2013, HIPAA also imposes
notification requirements on covered entities in the event that certain health information has been inappropriately
accessed or disclosed: notification requirements to individuals, federal regulators, and in some cases, notification to
local and national media. Notification is not required under HIPAA if the health information that is improperly used or
disclosed is deemed secured in accordance with encryption or other standards developed by the U.S. Department of
Health and Human Services. Most states have laws requiring notification of affected individuals and/or state
regulators in the event of a breach of personal information, which is a broader class of information than the health
information protected by HIPAA. Many state laws impose significant data security requirements, such as encryption
or mandatory contractual terms, to ensure ongoing protection of personal information. Activities outside of the U.S.
implicate local and national data protection standards, impose additional compliance requirements and generate
additional risks of enforcement for non-compliance. We may be required to expend significant capital and other
resources to ensure ongoing compliance with applicable privacy and data security laws, to protect against security
breaches and hackers or to alleviate problems caused by such breaches.

General economic or business conditions may have a negative impact on our business.

Continuing concerns over U.S. health care reform legislation and energy costs, geopolitical issues, the availability and
cost of credit and government stimulus programs in the U.S. and other countries have contributed to increased
volatility and diminished expectations for the global economy. If the economic climate does not improve, or if it
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payors, could be negatively impacted, which could materially adversely affect our business, prospects and financial
condition.

We incur significant costs as a result of operating as a public company and our management expects to continue to
devote substantial time to public company compliance programs.

As a public company, we incur significant legal, accounting and other expenses due to our compliance with
regulations and disclosure obligations applicable to us, including compliance with the Sarbanes-Oxley Act of 2002, or
the Sarbanes-Oxley Act, as well as rules implemented by the Securities and Exchange Commission, or the SEC, and
The NASDAQ Stock Market LLC. The SEC and other regulators have continued to adopt new rules and regulations
and make additional changes to existing regulations that require our compliance. For example, in July 2010, the
Dodd-Frank Wall Street Reform and Consumer Protection Act, or the Dodd-Frank Act, was enacted. There is
significant corporate governance and executive compensation related provisions in the Dodd-Frank Act that have
required the SEC to adopt additional rules and regulations in these areas. Stockholder activism, the current political
environment and the current high level of government intervention and regulatory reform may lead to substantial new
regulations and disclosure obligations, which may lead to additional compliance costs and impact (in ways we cannot
currently anticipate) the manner in which we operate our business. Our management and other personnel devote a
substantial amount of time to these compliance programs and monitoring of public company reporting obligations
and, as a result of the new corporate governance and executive compensation related rules, regulations and guidelines
prompted by the Dodd-Frank Act and further regulations and disclosure obligations expected in the future, we will
likely need to devote additional time and costs to comply with such compliance programs and rules. These rules and
regulations will continue to cause us to incur significant legal and financial compliance costs and will make some
activities more time-consuming and costly.

We may become subject to federal and state tax assessments, penalties and interest with respect to past
compensation paid to certain of our executives.

During our internal review process, contingencies were identified regarding various federal and state tax exposures
with respect to past compensation paid to certain of our executives. We have not recorded any accrued liabilities
related to the potential federal and state tax exposure. If we become subject to any material tax assessment, penalties
and interest by federal and state tax authorities in the future, our results of operations, financial performance and cash
flows could be materially adversely affected.

Complying with numerous regulations pertaining to our business is an expensive and time-consuming process, and
any failure to comply could result in substantial penalties.

The establishment and operation of our laboratory is subject to regulation by numerous federal, state and local
governmental authorities in the U.S. Our laboratory holds a CLIA certificate of compliance and is licensed by every
state (other than the State of New York) and the District of Columbia, as required, which enables us to provide testing
services to residents of almost every state. Failure to comply with state regulations or changes in state regulatory
requirements could result in a substantial curtailment or even prohibition of the operations of our laboratory and could
materially adversely affect our business. CLIA is a federal law that regulates clinical laboratories that perform testing
on human specimens for the purpose of providing information for the diagnosis, prevention or treatment of disease. To
renew CLIA certification, laboratories are subject to survey and inspection every two years. Moreover, CLIA
inspectors may make unannounced inspections of these laboratories. If we were to lose our CLIA certification or our
state licenses, whether as a result of a revocation, suspension or limitation of our license, we would no longer be able
to continue our testing operations, which would materially adversely affect our business, prospects and financial
condition. Potential sanctions for violations of these statutes and regulations also include significant fines, the
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We are subject to other regulation in the United States by both the federal government and the states in which we
conduct our business, as well as in other jurisdictions outside of the United States, including:

� Medicare billing and payment regulations applicable to clinical laboratories;

� the Federal Anti-kickback Law and state anti-kickback prohibitions;

� the Federal physician self-referral prohibition, commonly known as the Stark Law, and the state
equivalents;

� the Federal Health Insurance Portability and Accountability Act of 1996;

� the Medicare civil money penalty and exclusion requirements;

� the Federal False Claims Act civil and criminal penalties and state equivalents; and

� the Foreign Corrupt Practices Act, the United Kingdom Anti-bribery Act and the European Data
Protection Directive, all of which apply to our international activities.

We have adopted policies and procedures designed to comply with these laws. In the ordinary course of our business,
we conduct internal reviews of our compliance with these laws. Our compliance is also subject to governmental
review. The growth of our business and our expansion outside of the United States may increase the potential of
violating these laws or our internal policies and procedures. The risk of our being found in violation of these or other
laws and regulations is further increased by the fact that many of them have not been fully interpreted by the
regulatory authorities or the courts, and their provisions are open to a variety of interpretations. Any action brought
against us for violation of these or other laws or regulations, even if we successfully defend against it, could cause us
to incur significant legal expenses and divert our management�s attention from the operation of our business. If our
operations are found to be in violation of any of these laws and regulations, we may be subject to any applicable
penalty associated with the violation, including civil and criminal penalties, damages and fines, we could be required
to refund payments received by us, and we could be required to curtail or cease our operations. Any of the foregoing
consequences could seriously harm our business and our financial results.

If we use biological and hazardous materials in a manner that causes injury, we could be liable for damages.

Our activities currently require the controlled use of potentially harmful biological materials and chemicals. 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 to, on an ongoing basis, federal, state and local laws and regulations governing the use,
storage, handling and disposal of these materials and specified waste products. The cost of compliance with these laws
and regulations may become significant and could materially adversely affect our business, prospects and financial
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condition. Moreover, in the event of an accident or if we otherwise fail to comply with applicable regulations, we
could lose our permits or approvals or be held liable for damages or penalized with fines.

Changes in healthcare policy could subject us to additional regulatory requirements that may delay the
commercialization of our tests and increase our costs.

The U.S. government and other governments have shown significant interest in pursuing healthcare reform. Any
government-adopted reform measures could adversely impact the pricing of our diagnostic products and tests in the
U.S. or internationally and the amount of reimbursement available from governmental agencies or other third party
payors. The continuing efforts of the U.S. and foreign governments, insurance companies, managed care organizations
and other payors of healthcare services to contain or reduce healthcare costs may adversely affect our ability to set
prices for our products and services that we believe are fair, which may impact our ability to generate revenues and
achieve and maintain profitability.
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New laws, regulations and judicial decisions, or new interpretations of existing laws, regulations and judicial
decisions, that relate to healthcare availability, methods of delivery or payment for products and services, or sales,
marketing or pricing, may limit our potential revenue or force us to revise our research and development programs.
The pricing and reimbursement environment may change in the future and become more challenging for several
reasons, including policies advanced by the current executive administration in the U.S., new healthcare legislation or
fiscal challenges faced by government health administration authorities. Specifically, in both the U.S. and certain
foreign jurisdictions, there have been a number of legislative and regulatory proposals to change the healthcare system
in ways that could affect our ability to sell our products profitably.

For example, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education
Reconciliation Act, or the PPACA, has substantially changed the way healthcare is financed by both government
health plans and private insurers. The PPACA contains a number of provisions that are expected to impact our
business and operations in ways that may negatively affect our revenues in the future. While it is too early to predict
all the specific effects the PPACA or any future healthcare reform legislation will have on our business, such
provisions could materially adversely affect our business, prospects and financial condition.

The Food and Drug Administration Amendments Act of 2007 gives the FDA enhanced post-marketing authority,
including the authority to require post-marketing studies and clinical studies of products, labeling changes based on
new safety information, and compliance with risk evaluations and mitigation strategies approved by the FDA. The
FDA�s exercise of this authority could result in delays or increased costs during product development, clinical studies
and regulatory review, increased costs to assure compliance with post-approval regulatory requirements, and potential
restrictions on the sale and/or distribution of approved products, all of which could materially adversely affect our
business, prospects and financial condition.

Risks Related to Our Intellectual Property

If we are unable to protect our intellectual property effectively, we may be unable to prevent third parties from
using our technologies, which would impair our competitive advantage.

We rely on patent protection as well as a combination of trademark, copyright and trade secret protection, and other
contractual restrictions, to protect our proprietary technologies, all of which provide limited protection and may not
adequately protect our rights or permit us to gain or keep any competitive advantage. We may not be successful in
defending challenges made in connection with our patents and patent applications. If we fail to protect our intellectual
property, we will be unable to prevent third parties from using our technologies and they will be able to compete more
effectively against us.

In addition to our patents, we rely on contractual restrictions to protect our proprietary technology. We require our
employees and third parties to sign confidentiality agreements and our employees are also required to sign agreements
assigning to us all intellectual property arising from their work for us. Nevertheless, we cannot guarantee that these
measures will be effective in protecting our intellectual property rights. Any failure to protect our intellectual property
rights could materially adversely affect our business, prospects and financial condition.

Our currently pending or future patent applications may not result in issued patents and any patents issued to us may
be challenged, invalidated or held unenforceable. Furthermore, we cannot be certain that we were the first to make the
invention claimed in our issued patents or pending patent applications in the U.S., or that we were the first to file for
protection of the inventions claimed in our foreign issued patents or pending patent applications. In addition, there are
numerous recent changes to the patent laws and proposed changes to the rules of the U.S. Patent and Trademark
Office, or the PTO, which may have a significant impact on our ability to protect our technology and enforce our
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system under the Leahy-Smith America Invents Act, including changes that would transition the U.S. from a
�first-to-invent� system to a �first-to-file� system and alter the processes for challenging issued patents. These changes
could increase the uncertainties and costs
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surrounding the prosecution of our patent applications and the enforcement or defense of our issued patents. In
addition, we may become subject to interference proceedings conducted in the patent and trademark offices of various
countries to determine our entitlement to patents, and these proceedings may conclude that other patents or patent
applications have priority over our patents or patent applications. It is also possible that a competitor may successfully
challenge our patents through various proceedings and those challenges may result in the elimination or narrowing of
our patents, and therefore reduce our patent protection. Accordingly, rights under any of our issued patents, patent
applications or future patents may not provide us with commercially meaningful protection for our products or afford
us a commercial advantage against our competitors or their competitive products or processes.

The patents issued to us may not be broad enough to provide any meaningful protection, one or more of our
competitors may develop more effective technologies, designs or methods without infringing our intellectual
property rights and one or more of our competitors may design around our proprietary technologies.

If we are not able to protect our proprietary technology, trade secrets and know-how, our competitors may use our
inventions to develop competing products. We own certain patents relating to our cell-free molecular diagnostic
technology. However, these patents may not protect us against our competitors, and patent litigation is very expensive.
We may not have sufficient cash available to pursue any patent litigation to its conclusion because we currently do not
generate revenues other than licensing, milestone and royalty income.

We cannot rely solely on our current patents to be successful. The standards that the PTO and foreign patent offices
use to grant patents, and the standards that U.S. and foreign courts use to interpret patents, are not the same, are not
always applied predictably or uniformly and can change, particularly as new technologies develop. As such, the
degree of patent protection obtained in the U.S. may differ substantially from that obtained in various foreign
countries. In some instances, patents have been issued in the U.S. while substantially less or no protection has been
obtained in Europe or other countries.

We cannot be certain of the level of protection, if any, that will be provided by our patents if they are challenged in
court, where our competitors may raise defenses such as invalidity, unenforceability or possession of a valid license.
In addition, the type and extent of any patent claims that may be issued to us in the future are uncertain. Any patents
that are issued may not contain claims that will permit us to stop competitors from using similar technology.

We may incur substantial costs as a result of litigation or other proceedings relating to patent and other intellectual
property rights and we may be unable to protect our rights to, or use, our cell-free molecular diagnostic technology.

Third parties may challenge the validity of our patents and other intellectual property rights, resulting in costly
litigation or other time-consuming and expensive proceedings, which could deprive us of valuable rights. If we
become involved in any intellectual property litigation, interference or other judicial or administrative proceedings, we
will incur substantial expenses and the attention of our technical and management personnel will be diverted. An
adverse determination may subject us to significant liabilities or require us to seek licenses that may not be available
from third parties on commercially favorable terms, if at all. Further, if such claims are proven valid, through
litigation or otherwise, we may be required to pay substantial monetary damages, which can be tripled if the
infringement is deemed willful, or be required to discontinue or significantly delay development, marketing, selling
and licensing of the affected products and intellectual property rights. In our European patent that covers using
microRNAs to detect in vivo cell death, an anonymous third party has recently filed an opposition against the claims
in the patent. Oppositions against the patentability of claims in a European patent are considered by a panel of
examiners at the European Patent Office, and we are considering the full range of options available for defending
against the opposition.

Edgar Filing: Trovagene, Inc. - Form S-1

Table of Contents 60



Our competitors may have filed, and may in the future file, patent applications covering technology similar to ours.
Any such patent application may have priority over our patent applications and could further

-28-

Edgar Filing: Trovagene, Inc. - Form S-1

Table of Contents 61



Table of Contents

require us to obtain rights to issued patents covering such technologies. There may be third-party patents, patent
applications and other intellectual property relevant to our potential products that may block or compete with our
potential products or processes. If another party has filed a U.S. patent application on inventions similar to ours, we
may have to participate in an interference proceeding declared by the PTO to determine priority of invention in the
U.S. The costs of these proceedings could be substantial, and it is possible that such efforts would be unsuccessful,
resulting in a loss of our U.S. patent position with respect to such inventions. In addition, we cannot assure you that
we would prevail in any of these suits or that the damages or other remedies that we are ordered to pay, if any, would
not be substantial. Claims of intellectual property infringement may require us to enter into royalty or license
agreements with third parties that may not be available on acceptable terms, if at all. We may also be subject to
injunctions against the further development and use of our technology, which could materially adversely affect our
business, prospects and financial condition.

Some of our competitors may be able to sustain the costs of complex patent litigation more effectively than we can
because they have substantially greater resources. In addition, any uncertainties resulting from the initiation and
continuation of any litigation could materially adversely affect our ability to raise the funds necessary to continue our
operations.

Certain rights that we in-license from third-parties are not within our control, and we may be negatively impacted it
we lose those rights.

We license some of the technology that is necessary for our products and services from third. In connection with such
in-licenses, we may agree to pay the licensor royalties based on sales of our products, which become a cost of product
revenues and impact the margins on our products and services. We may need to in-license other technologies in the
future to commercialize on our products and services. We may also need to negotiate licenses after launching our
products and services. Our business may suffer if any such licenses terminate, if the licensors fail to abide by the
terms of the license, if the licensed patents or other rights are found to be invalid, or if we are unable to enter into
necessary licenses on acceptable terms.

Risks Related to Ownership of Our Common Stock

If we discover material weaknesses and other deficiencies in our internal control and accounting procedures, our
stock price could decline significantly and raising capital could be more difficult.

If we fail to comply with the rules under the Sarbanes-Oxley Act, related to disclosure controls and procedures, or if
we discover additional material weaknesses and other deficiencies in our internal control and accounting procedures,
our stock price could decline significantly and raising capital could be more difficult. Moreover, effective internal
controls are necessary for us to produce reliable financial reports and are important in helping prevent financial fraud.
If we cannot provide reliable financial reports or prevent fraud, our business and operating results could be harmed,
investors could lose confidence in our reported financial information, and the trading price of our common stock could
drop significantly. We previously identified a material weakness in our internal control over financial reporting as of
December 31, 2012, which was remedied in the year ended December 31, 2013. We cannot be certain that additional
material weaknesses or significant deficiencies in our internal controls will not be discovered in the future.

The rights of the holders of our common stock may be impaired by the potential issuance of preferred stock.

Our certificate of incorporation gives our board of directors the right to create one or more new series of preferred
stock. As a result, the board of directors may, without stockholder approval, issue preferred stock with voting,
dividend, conversion, liquidation or other rights that could adversely affect the voting power and equity interests of
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the holders of our common stock. Preferred stock, which could be issued with the right to more than one vote per
share, could be used to discourage, delay or prevent a change of control of our company, which could materially
adversely affect the price of our common stock. Without the consent of the holders of the outstanding shares of our
Series A Convertible Preferred Stock, we may not adversely alter or change the rights
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of the holders of the Series A Convertible Preferred Stock or increase the number of authorized shares of Series A
Convertible Preferred Stock, create a class of stock that is senior to or on parity with the Series A Convertible
Preferred Stock, amend our certificate of incorporation in breach of these provisions or agree to any of the foregoing.

Our common stock price may be volatile and could fluctuate widely in price, which could result in substantial
losses for investors.

The market price of our common stock historically has been, and we expect will continue to be, subject to significant
fluctuations over short periods of time. For example, during the year ended December 31, 2016, the closing bid price
of our common stock ranged from a low of $2.00 to a high of $6.88. These fluctuations may be due to various factors,
many of which are beyond our control, including:

� technological innovations or new products and services introduced by us or our competitors;

� clinical trial results relating to our product candidates or those of our competitors;

� announcements or press releases relating to the industry or to our own business or prospects;

� coverage and reimbursement decisions by third party payors, such as Medicare and other managed care
organizations;

� regulation and oversight of our product candidates and services, including by the FDA, Centers for
Medicare & Medicaid Services and comparable foreign agencies;

� the establishment of partnerships with clinical reference laboratories;

� healthcare legislation;

� intellectual property disputes;

� additions or departures of key personnel;

� sales of our common stock;

� our ability to integrate operations, technology, products and services;
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� our ability to execute our business plan;

� operating results below expectations;

� loss of any strategic relationship;

� industry developments;

� economic and other external factors; and

� period-to-period fluctuations in our financial results.
In addition, market fluctuations, as well as general political and economic conditions, could materially adversely
affect the market price of our securities. Because we are a development stage company with no revenue from
operations to date, other than licensing, milestone and royalty income, you should consider any one of these factors to
be material. Our stock price may fluctuate widely as a result of any of the foregoing.
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Because certain of our stockholders control a significant number of shares of our common stock, they may have
effective control over actions requiring stockholder approval.

As of June 30, 2017, our directors, executive officers and principal stockholders, and their respective affiliates,
beneficially owned approximately     % of our outstanding shares of common stock. As a result, these stockholders,
acting together, would have the ability to control the outcome of matters submitted to our stockholders for approval,
including the election of directors and any merger, consolidation or sale of all or substantially all of our assets. In
addition, these stockholders, acting together, would have the ability to control the management and affairs of our
company. Accordingly, this concentration of ownership may harm the market price of our common stock by:

� delaying, deferring or preventing a change in control of our company;

� impeding a merger, consolidation, takeover or other business combination involving us; or

� discouraging a potential acquirer from making a tender offer or otherwise attempting to obtain control of
us.

We have not paid dividends on our common stock in the past and do not expect to pay dividends on our common
stock for the foreseeable future. Any return on investment may be limited to the value of our common stock.

We have never paid any cash dividends on our common stock. We expect that any income received from operations
will be devoted to our future operations and growth. We do not expect to pay cash dividends on our common stock in
the near future. Payment of dividends would depend upon our profitability at the time, cash available for those
dividends, and other factors that our board of directors may consider relevant. If we do not pay dividends, our
common stock may be less valuable because a return on an investor�s investment will only occur if our stock price
appreciates. In addition, under the terms of our Loan and Security Agreement and the Equipment Line of Credit, we
are precluded from paying cash dividends without the prior written consent of the Lenders, and the terms of the Series
A Convertible Preferred Stock prohibit us from paying dividends to the holders of our common stock so long as any
dividends due on the Series A Convertible Preferred Stock remain unpaid. Investors in our common stock should not
rely on an investment in our company if they require dividend income.

If securities or industry analysts do not publish research or reports about our business, or if they adversely change
their recommendations regarding our stock, our stock price and trading volume could decline.

The trading market for our common stock will be influenced by the research and reports that industry or securities
analysts publish about us or our business. If one or more of the analysts who cover us downgrade our stock or publish
inaccurate or unfavorable research about our business, our stock price would likely decline. In addition, if our
operating results fail to meet the forecast of analysts, our stock price would likely decline. If one or more of these
analysts cease coverage of our company or fail to publish reports on us regularly, we could lose visibility in the
financial markets, which in turn could cause our stock price or trading volume to decline.

Delaware law and our corporate charter and bylaws contain anti-takeover provisions that could delay or
discourage takeover attempts that stockholders may consider favorable.
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Provisions in our certificate of incorporation and bylaws may have the effect of delaying or preventing a change of
control of our company or changes in our management. For example, our board of directors has the authority to issue
up to 20,000,000 shares of preferred stock in one or more series and to fix the powers, preferences and rights of each
series without stockholder approval. The ability to issue preferred stock could discourage unsolicited acquisition
proposals or make it more difficult for a third party to gain control of our company, or otherwise could materially
adversely affect the market price of our common stock.
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Furthermore, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the
General Corporation Law of the State of Delaware. This provision may prohibit or restrict large stockholders, in
particular those owning 15% or more of our outstanding voting stock, from merging or combining with us, which
could discourage potential takeover attempts, reduce the price that investors may be willing to pay for shares of our
common stock in the future and result in our market price being lower than it would without these provisions.

A sale of a substantial number of shares of our common stock may cause the price of our common stock to decline
and may impair our ability to raise capital in the future.

Our common stock is traded on The NASDAQ Capital Market and could be considered �thinly-traded,� meaning that
the number of investors interested in purchasing our common stock at or near bid prices at any given time may be
relatively small or non-existent. Finance transactions resulting in a large amount of newly issued shares that become
readily tradable, or other events that cause current stockholders to sell shares, could place downward pressure on the
trading price of our common stock. In addition, the lack of a robust resale market may require a stockholder who
desires to sell a large number of shares of common stock to sell the shares in increments over time to mitigate any
adverse impact of the sales on the market price of our stock.

If our stockholders sell, or the market perceives that our stockholders may sell for various reasons, including the
ending of restriction on resale, substantial amounts of our common stock in the public market, including shares issued
upon the exercise of outstanding options or warrants, the market price of our common stock could fall. Sales of a
substantial number of shares of our common stock may make it more difficult for us to sell equity or equity-related
securities in the future at a time and price that we deem reasonable or appropriate.

We may be subject to stockholder litigation, thereby diverting our resources, which could materially adversely
affect our profitability and results of operations.

The market for our common stock is characterized by significant price volatility, and we expect that our share price
will continue to be at least as volatile for the indefinite future. In the past, plaintiffs have often initiated securities class
action litigation against a company following periods of volatility in the market price for its securities. In addition,
stockholders may bring actions against companies relating to past transactions or other matters. Any such actions
could give rise to substantial damages and thereby materially adversely affect our consolidated financial position,
liquidity or results of operations. Even if an action is not resolved against us, the uncertainty and expense associated
with stockholder actions could materially adversely affect our business, prospects and financial condition. Litigation
can be costly, time-consuming and disruptive to business operations. The defense of lawsuits could also result in
diversion of our management�s time and attention away from business operations, which could harm our business.

Risks Related to this Offering

A sale of a substantial number of shares of the common stock may cause the price of our common stock to decline.

If our stockholders sell, or the market perceives that our stockholders intend to sell for various reasons, substantial
amounts of our common stock in the public market it may make it more difficult for us to sell equity or equity-related
securities in the future at a time and price that we deem reasonable or appropriate.

The stock markets have from time to time experienced significant price and volume fluctuations that have affected the
market prices for the common stock of biotechnology and biopharmaceutical companies. These broad market
fluctuations may cause the market price of our common stock to decline. In the past, securities class action litigation
has often been brought against a company following a decline in the market price of our securities. This risk is
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price volatility in recent years. We may become involved in this type of litigation in the future. Litigation often is
expensive and diverts management�s attention and resources, which could adversely affect our business.
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Our management has broad discretion as to the use of the net proceeds from this offering.

We cannot specify with certainty the particular uses of the net proceeds we will receive from this offering, and these
uses may vary from our current plans. Our management will have broad discretion in the application of the net
proceeds, including for any of the purposes described in �Use of Proceeds.� Accordingly, you will have to rely upon the
judgment of our management with respect to the use of the proceeds. Our management may spend a portion or all of
the net proceeds from this offering in ways that holders of our common stock may not desire or that may not yield a
significant return or any return at all. The failure by our management to apply these funds effectively could harm our
business. Pending their use, we may also invest the net proceeds from this offering in a manner that does not produce
income or that loses value.

You will experience immediate and substantial dilution in the net tangible book value per share of the common
stock you purchase.

Since the price per share of our common stock being offered is substantially higher than the net tangible book value
per share of our common stock, you will suffer substantial dilution in the net tangible book value of the common stock
you purchase in this offering. If you purchase shares of common stock in this offering, you will suffer immediate and
substantial dilution of approximately $         per share in the net tangible book value of the common stock. See the
section entitled �Dilution� in this prospectus for a more detailed discussion of the dilution you will incur if you purchase
common stock in this offering.

If we fail to comply with the continued minimum closing bid requirements of the NASDAQ Capital Market LLC
(�NASDAQ�) or other requirements for continued listing, our common stock may be delisted and the price of our
common stock and our ability to access the capital markets could be negatively impacted.

On September 5, 2017, we received a written notice (the �Notice�) from the NASDAQ Stock Market LLC (�NASDAQ�)
that we were not in compliance with NASDAQ Listing Rule 5550(a)(2), as the minimum bid price of our common
stock has been below $1.00 per share for 30 consecutive business days. The Notice had no immediate effect on the
listing of our common stock, and our common stock continues to trade on the NASDAQ Capital Market under the
symbol �TROV�. In accordance with NASDAQ Listing Rule 5810(c)(3)(A), we have a period of 180 calendar days, or
until March 5, 2018, to regain compliance with the minimum bid price requirement. To regain compliance, the closing
bid price of our common stock must meet or exceed $1.00 per share for at least 10 consecutive business days during
this 180 calendar day period. In the event we do not regain compliance by March 5, 2018, we may be eligible for an
additional 180 calendar day grace period if we meet the initial listing standards, with the exception of bid price, for the
NASDAQ Capital Market, and we provide written notice to NASDAQ of our intention to cure the deficiency during
the second compliance period, by effecting a reverse stock split, if necessary. If we do not regain compliance within
the allotted compliance period(s), including any extensions that may be granted by NASDAQ or fail to comply with or
other requirements for continued listing, our common stock may be delisted and the price of our common stock and
our ability to access the capital markets could be negatively impacted. A delisting of our common stock from The
NASDAQ Capital Market could materially reduce the liquidity of our common stock and result in a corresponding
material reduction in the price of our common stock. In addition, delisting could harm our ability to raise capital
through alternative financing sources on terms acceptable to us, or at all, and may result in the potential loss of
confidence by investors, employees and fewer business development opportunities.
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USE OF PROCEEDS

We estimate that the net proceeds of this offering will be approximately $[            ] million, assuming the sale of
[             ] shares of our common stock and warrants to purchase up to [            ] shares of common stock at a
combined public offering price of $[            ] per share and related warrants, after deducting the placement agent fees
and estimated offering expenses payable by us.

We intend to use the net proceeds received from this offering to fund our research and development activities and for
working capital and general corporate purposes.

We have not yet determined the amount of net proceeds to be used specifically for any of the foregoing purposes.
Accordingly, we will retain broad discretion over the use of these proceeds. Pending any use as described above, we
intend to invest the net proceeds in high-quality, short-term, interest-bearing securities.
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DILUTION

If you purchase our securities in this offering, you will experience dilution in the net tangible book value per share of
the common stock you purchase to the extent of the difference between the combined public offering price per share
and related warrants and the net tangible book value per share of our common stock immediately after this offering.
The net tangible book value of our common stock on June 30, 2017, was approximately $3.2 million or approximately
$0.10 per share. Net tangible book value per share is equal to the amount of our total tangible assets, less total
liabilities, divided by the aggregate number of shares of our common stock outstanding.

On a pro forma basis, after giving effect to the sale of 6,191,500 shares of common stock and shares of common stock
to purchase 4,643,625 warrants in July 2017, our pro forma net tangible book value as of June 30, 2017 would have
been $9.8 million or approximately $0.26 per share of our common stock. After giving further effect to the assumed
sale by us of [            ] shares of common stock and warrants to purchase up to [             ] shares of common stock in
this offering at a combined public offering price of $[            ] per share and related warrants, assuming no value is
attributed to the warrants, and such warrants are accounted for and classified as equity, and after deducting the
placement agent fees and estimated offering expenses payable by us, our pro forma as adjusted net tangible book
value as of June 30, 2017, would have been approximately $[            ], or approximately $[            ] per share. This
represents an immediate increase in net tangible book value of approximately $[            ] per share to existing
stockholders and an immediate dilution of approximately $[            ] per share to new investors purchasing shares of
our common stock and warrants in this offering. The following table illustrates this per share dilution:

Combined public offering price per share and related warrants $
Pro forma net tangible book value per share as of June 30, 2017 $         0.26
Increase in net tangible book value per share attributable to this offering
Pro forma as adjusted net tangible book value per share after this offering
Dilution in pro forma as adjusted net tangible book value per share to new investors $
This table does not take into account further dilution to new investors that could occur upon the exercise of the
warrants offered hereby or outstanding options and warrants having a per share exercise price less than the public
offering price per share in this offering. To the extent that outstanding options or warrants are exercised, or restricted
stock units vest and settle, investors purchasing our common stock will experience further dilution. In addition, we
may choose to raise additional capital due to market conditions or strategic considerations even if we believe we have
sufficient funds for our current or future operating plans. To the extent that additional capital is raised through the sale
of equity or convertible debt securities, the issuance of these securities could result in further dilution to our
stockholders.

The table and discussion above are based on 38,105,460 shares issued and outstanding as of October 25, 2017 and
excludes as of that date:

� 4,254,339 shares of our common stock issuable upon exercise of outstanding options at a weighted average
price of $4.23 per share;

� 1,277,302 shares of our common stock issuable upon vesting of restricted stock units;
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� 8,972,503 shares of our common stock issuable upon exercise of outstanding warrants with a weighted-average
exercise price of $2.38 per share;

� 63,125 shares of our common stock issuable upon conversion of outstanding shares of Series A Convertible
Preferred Stock; and

� 3,672,924 shares of our common stock that are reserved for equity awards that may be granted under our equity
incentive plans.
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SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT

The following table sets forth certain information regarding beneficial ownership of shares of our common stock as of
October 25, 2017 by (i) each person known to beneficially own more than 5% of our outstanding common stock,
(ii) each of our directors, (iii) each of our named executive officers and (iv) all of our directors and executive officers
as a group. Except as otherwise indicated, the persons named in the table below have sole voting and investment
power with respect to all shares beneficially owned, subject to community property laws, where applicable.

Beneficial Owner(1)

Shares of Common
Stock

Beneficially
Owned Percentage(2)

Named executive officers and directors:
Thomas H. Adams, Ph.D. 755,827(3) 2.0
William Welch 1,047,017(4) 2.7
Dr. Paul Billings 89,728(5) *
John Brancaccio 172,774(6) *
Dr. Gary S. Jacob 290,126(7) *
Dr. Stanley Tennant 377,552(8) 1.0
Dr. Rodney S. Markin 74,173(9) *
Athena Countouriotis, M.D. 0 -
Mark Erlander, Ph.D. 696,033(10) 1.8
All Executive Officers and Directors as a Group (9 persons) 3,503,230(11) 8.7

* less than 1%

(1) The address of each person is c/o Trovagene, Inc., 11055 Flintkote Avenue, San Diego, CA 92121 unless
otherwise indicated herein.

(2) The calculation in this column is based upon 38,105,460 shares of common stock outstanding on October 25,
2017. Beneficial ownership is determined in accordance with the rules of the SEC and generally includes voting or
investment power with respect to the subject securities. Shares of common stock that are currently exercisable or
exercisable within 60 days of October 25, 2017 are deemed to be beneficially owned by the person holding such
securities for the purpose of computing the percentage beneficial ownership of such person, but are not treated as
outstanding for the purpose of computing the percentage beneficial ownership of any other person.

(3) Includes (i) 374,849 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017, and (ii) 45,686 shares of common stock issuable upon exercise of warrants that are
exercisable within 60 days after October [    ], 2017.

(4) Includes 296,875 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017.

(5) Includes 83,230 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017.

(6) Includes (i) 132,441 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017, and (ii) 13,833 shares of common stock issuable upon exercise of warrants that are
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exercisable within 60 days after October 25, 2017.
(7) Includes (i) 147,339 shares of common stock issuable upon exercise of stock options that are exercisable within 60

days after October 25, 2017, and (ii) 10,500 shares of common stock issuable upon exercise of warrants that are
exercisable within 60 days after October 25, 2017.

(8) Includes (i) 93,158 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017, and (ii) 75,000 shares of common stock issuable upon exercise of warrants that are
exercisable within 60 days after October 25, 2017.
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(9) Includes 68,230 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017.

(10)Includes 635,000 shares of common stock issuable upon exercise of stock options that are exercisable within 60
days after October 25, 2017.

(11)Includes (i) 1,831,122 shares of common stock issuable upon exercise of stock options that are exercisable within
60 days after October 25, 2017 and (ii) 145,019 shares of common stock issuable upon exercise of warrant to
purchase shares of common stock.
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PLAN OF DISTRIBUTION

We are offering shares of our common stock and related warrants to purchase shares of our common stock. However,
there is no minimum offering amount required as a condition to closing and we may sell significantly fewer shares of
common stock and related warrants in the offering than are being offered.

In determining the offering price of the shares of common stock and related warrants, we will consider a number of
factors including, but not limited to, the current market price of our common stock, trading prices of our common
stock over time, the volatility of our common stock, our current financial condition and the prospects for our future
cash flows and earnings, and market and economic conditions at the time of the offering. Once the offering price is
determined, the offering price for the shares of common stock and related warrants will remain fixed for the duration
of the offering.

H.C. Wainwright & Co., LLC (the �Placement Agent�) has agreed to act as our exclusive placement agent in connection
with the offering pursuant to the terms and conditions of an engagement agreement. The Placement Agent is not
purchasing or selling any securities offered by this prospectus, and is not required to arrange for the purchaser or sale
of any specific number or dollar amount of securities, but will use its reasonable best efforts to arrange for the sale of
the securities offered by this prospectus. We will enter into a securities purchase agreement directly with certain
institutional investors. The Placement Agent may retain one or more brokers, dealers or sub-agents in connection with
the offering.

We have agreed to pay to the Placement Agent a placement agent fee equal to six percent (6%) of the aggregate gross
proceeds to us from the sale of the securities in the offering. The placement agent fee shall be increased to seven
percent (7%) if (i) the offering raises gross proceeds of at least $15 million, (ii) at least two institutional investors
pre-selected by the Company purchase securities in this offering, and (iii) the total gross proceeds raised from all
pre-selected institutional investors represents at least twenty-five percent (25%) of the total gross proceeds of the
offering. In addition, we have agreed to reimburse the placement agent for offering expenses in the non-accountable
sum of $25,000 and for legal fees and expenses in an amount up to $75,000, subject to compliance with FINRA Rule
5110(f)(2)(D)(i).

Per Share and Warrant $

Total $
Lock-Up Agreements

We have agreed, subject to certain exceptions, not to offer, issue, sell, contract to sell, encumber, grant any option for
the sale of or otherwise dispose of any shares of our common stock or other securities convertible into or exercisable
or exchangeable for shares of our common stock for a period of [    ] days after the effective date of the registration
statement of which this prospectus is a part without the prior written consent of H.C. Wainwright & Co., LLC.

In addition, each of our officers, directors and certain existing shareholders have agreed not to offer, pledge, sell,
contract to sell, grant any option or contract to purchase, purchase any option or contract to sell, or otherwise dispose
of, directly or indirectly, any shares of common stock or any securities convertible into, exercisable for, or
exchangeable for shares of common stock, or enter into any swap or other arrangement that transfers to another, in
whole or in part, any of the economic consequences of ownership of the common stock, through [    ] 201[    ].
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H.C. Wainwright & Co., LLC may in its sole discretion and at any time without notice release some or all of the
shares subject to lock-up agreements prior to the expiration of the lock-up period. When determining whether or not to
release shares from the lock-up agreements, the representative will consider, among other factors, the security holder�s
reasons for requesting the release, the number of shares for which the release is being requested and market conditions
at the time.
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Right of First Refusal

We have agreed to grant H.C. Wainwright & Co., LLC, for the 3-month period following the closing of this offering,
or the 6-month period following the closing if the Placement Agent meets the criteria to be paid a seven percent
placement agent fee, a right of first refusal to act as co-book running manager, co-underwriter or co-placement agent,
as the case may be.

Indemnification

The engagement agreement provides that we will indemnify the placement agent against specified liabilities, including
liabilities under the Securities Act of 1933, as amended. The placement agent may be deemed to be an underwriter
within the meaning of Section 2(a)(11) of the Securities Act, and any commissions received by it and any profit
realized on the resale of the shares sold by it while acting as principal might be deemed to be underwriting discounts
or commissions under the Shares Act. As an underwriter, the placement agent would be required to comply with the
Shares Act and the Shares Exchange Act of 1934, as amended (�Exchange Act�), including without limitation, Rule
10b-5 and Regulation M under the Exchange Act. These rules and regulations may limit the timing of purchases and
sales of shares of common stock, overallotment purchase rights and warrants by the placement agent acting as
principal. Under these rules and regulations, the placement agent:

� may not engage in any stabilization activity in connection with our shares; and

� may not bid for or purchase any of our shares or attempt to induce any person to purchase any of our
shares, other than as permitted under the Exchange Act, until it has completed its participation in the
distribution of shares in this offering.

Listing of Common Stock

Our common stock is listed on The NASDAQ Capital Market under the symbol �TROV�.
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LEGAL MATTERS

The validity of the securities offered by this prospectus will be passed upon for us by Sheppard Mullin Richter &
Hampton LLP, New York, New York.

EXPERTS

The consolidated financial statements as of December 31, 2016 and 2015 and for each of the three years in the period
ended December 31, 2016 and management�s assessment of the effectiveness of internal control over financial
reporting as of December 31, 2016 incorporated by reference in this Prospectus have been so incorporated in reliance
on the reports of BDO USA, LLP, an independent registered public accounting firm, incorporated herein by reference,
given on the authority of said firm as experts in auditing and accounting.

WHERE YOU CAN FIND MORE INFORMATION

We have filed with the SEC a registration statement on Form S-1 under the Securities Act with respect to the shares of
common stock and warrants to purchase shares of common stock being offered by this prospectus. This prospectus
does not contain all of the information in the registration statement of which this prospectus is a part and the exhibits
to such registration statement. For further information with respect to us and the common stock and warrants offered
by this prospectus, we refer you to the registration statement of which this prospectus is a part and the exhibits to such
registration statement. Statements contained in this prospectus as to the contents of any contract or any other
document are not necessarily complete, and in each instance, we refer you to the copy of the contract or other
document incorporated by reference or filed as an exhibit to the registration statement of which this prospectus is a
part. Each of these statements is qualified in all respects by this reference.

You may read and copy the registration statement of which this prospectus is a part, as well as our reports, proxy
statements and other information, at the SEC�s Public Reference Room at 100 F Street, N.E., Washington, D.C. 20549.
Please call the SEC at 1-800-SEC-0330 for more information about the operation of the Public Reference Room. The
SEC maintains an Internet site that contains reports, proxy and information statements, and other information
regarding issuers that file electronically with the SEC, including Trovagene, Inc. The SEC�s Internet site can be found
at http://www.sec.gov. You may also request a copy of these filings, at no cost, by writing us at 11055 Flintkote
Avenue, San Diego, CA 92121 or telephoning us at (858) 952-7570.

We are subject to the information and reporting requirements of the Securities Exchange Act of 1934, as amended,
and, in accordance with this law, file periodic reports, proxy statements and other information with the SEC. These
periodic reports, proxy statements and other information are available for inspection and copying at the SEC�s public
reference facilities and the website of the SEC referred to above. We also maintain a website at www.trovagene.com.
You may access these materials free of charge as soon as reasonably practicable after they are electronically filed
with, or furnished to, the SEC. Information contained on our website is not a part of this prospectus and the inclusion
of our website address in this prospectus is an inactive textual reference only.
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INCORPORATION OF CERTAIN INFORMATION BY REFERENCE

The SEC allows us to incorporate by reference the information and reports we file with it, which means that we can
disclose important information to you by referring you to these documents. The information incorporated by reference
is an important part of this prospectus. We are incorporating by reference the documents listed below (other than
information furnished under Item 2.02 or Item 7.01 of Form 8-K and exhibits filed on such form that are related to
such items unless such Form 8-K expressly provides to the contrary), which we have already filed with the SEC:

� our Annual Report on Form 10-K for the year ended December 31, 2016 filed on March 15, 2017;

� our Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2017 filed on May 10,
2017 and for the quarterly period ended June 30, 2017 filed on August 9, 2017;

� our Current Reports on Form 8-K or Form 8-K/A (excluding any reports or portions thereof that are
deemed to be furnished and not filed) filed on January 9, 2017, January 12, 2017, January 24, 2017,
February 28, 2017, March 2, 2017, March 7, 2017, March 21, 2017, March 27, 2017, April 14, 2017,
April 25, 2017, April 26, 2017, May 23, 2017, May 25, 2017, June 2, 2017, June 7, 2017, June 12, 2017,
June 13, 2017, June 22, 2017, June 23, 2017, June 26, 2017, June 27, 2017, June 29, 2017, July 6, 2017,
July 10, 2017, July 12, 2017, July 17, 2017, July 25, 2017, July 28, 2017, July 31, 2017, August 16,
2017, August 18, 2017, August 21, 2017, August 31, 2017, September 8, 2017, September 20, 2017,
October 10, 2017 and October 18, 2017.

� our definitive proxy statement on Schedule 14A relating to our 2017 annual meeting of stockholders filed
on April 28, 2017; and

� the description of our common stock contained in our Registration Statement on Form 8-A filed with the
Commission on May 23, 2012.

We also incorporate by reference any future filings (other than current reports furnished under Item 2.02 or Item 7.01
of Form 8-K and exhibits filed on such form that are related to such items unless such Form 8-K expressly provides to
the contrary) made with the SEC pursuant to Sections 13(a), 13(c), 14 or 15(d) of the Securities Exchange Act of
1934, as amended, including those made after the date of the initial filing of the registration statement of which this
prospectus is a part and prior to effectiveness of such registration statement, until we file a post-effective amendment
that indicates the termination of the offering of the securities made by this prospectus and will become a part of this
prospectus from the respective dates that such documents are filed with the SEC. Any statement contained herein or in
a document incorporated or deemed to be incorporated by reference herein shall be deemed to be modified or
superseded for purposes hereof or of the related prospectus supplement to the extent that a statement contained herein
or in any other subsequently filed document which is also incorporated or deemed to be incorporated herein modifies
or supersedes such statement. Any such statement so modified or superseded shall not be deemed, except as so
modified or superseded, to constitute a part of this prospectus.

Documents incorporated by reference are available from us, without charge. You may obtain documents incorporated
by reference in this prospectus by requesting them in writing or by telephone at the following address:
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11055 Flintkote Avenue

San Diego, CA 92121

Telephone: (858) 952-7570

You also may access these filings on our Internet site at www.trovagene.com. Our web site and the information
contained on that site, or connected to that site, are not incorporated into this prospectus or the registration statement
of which this prospectus is a part.
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This prospectus is part of a registration statement we filed with the SEC. We have incorporated exhibits into the
registration statement of which this prospectus is a part. You should read the exhibits carefully for provisions that may
be important to you. We have not authorized anyone to provide any information or to make any representations other
than those contained in this prospectus or in any free writing prospectus prepared by or on behalf of us or to which we
have referred you. We take no responsibility for, and can provide no assurance as to the reliability of, any other
information that others may give you. This prospectus is an offer to sell only the shares offered hereby, but only under
the circumstances and in the jurisdictions where it is lawful to do so. The information contained in this prospectus or
in any applicable free writing prospectus is current only as of its date, regardless of its time of delivery.
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Up to [    ] Shares of Common Stock

Warrants to Purchase up to [    ] Shares of Common Stock

PROSPECTUS

H.C. Wainwright & Co.

                    , 2017
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PART II

INFORMATION NOT REQUIRED IN PROSPECTUS

ITEM 13.  Other Expenses of Issuance and Distribution.

The following table sets forth the costs and expenses, payable by the Company in connection with the registration and
sale of the common stock and warrants to purchase shares of common stock being registered other than estimated fees
and commissions in connection with our public offering. All amounts are estimates except the SEC registration fee
and the Financial Industry Regulatory Authority, Inc. (�FINRA�) filing fee.

    Amount    
SEC registration fee $         2,179
FINRA filing fee 3,125
Accounting fees and expenses *
Legal fees and expenses *
Transfer agent fees and expenses *
Printing and mailing expenses *
Miscellaneous fees and expenses *

Total expenses $ *

* To be provided by amendment.

ITEM 14.  Indemnification of Directors and Officers.

The Company�s amended and restated certificate of incorporation eliminates the personal liability of directors to the
fullest extent permitted by the Delaware General Corporation Law and, together with the Company�s bylaws, provides
that the Company shall indemnify and hold harmless, to the fullest extent permitted by applicable law as it may be
amended or supplemented, any person who was or is made or is threatened to be made a party or is otherwise involved
in any action, suit or proceeding, whether civil, criminal, administrative or investigative, by reason of the fact that
such person, or a person for whom such person is the legal representative, is or was a director or officer of the
Company or, while a director or officer of the Company, is or was serving at the request of the Company as a director,
officer, employee or agent of another corporation or of a partnership, joint venture, trust, enterprise or nonprofit entity,
including service with respect to employee benefit plans, against all liability and loss suffered and expenses (including
attorneys� fees) reasonably incurred by such person.

We have also obtained a liability insurance policy that insures our directors and officers, within the limits and subject
to the limitations of the policy, against certain expenses in connection with the defense of actions, suits or
proceedings, and certain liabilities that might be imposed as a result of such actions, suits or proceedings, to which
they are parties by reason of being or having been directors or officers.

Insofar as indemnification for liabilities arising under the Securities Act may be permitted to directors, officers or
persons controlling us pursuant to the foregoing provisions, we have been informed that, in the opinion of the SEC,
this indemnification is against public policy as expressed in the Securities Act and is therefore unenforceable
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ITEM 15.  Recent Sales of Unregistered Securities.

The Company has sold the securities described below within the past three years which were not registered under the
Securities Act. All of the sales listed below were made pursuant to an exemption from registration afforded by
Section 4(a)(2) of the Securities Act and Regulation D thereunder.
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On July 20, 2016, the Company issued to each of Oxford Finance LLC and Silicon Valley Bank a warrant to purchase
an aggregate 15,496 shares of Company common stock at an exercise price of $4.84 per share exercisable for ten
years from the date of issuance.

On July 13, 2017, the Company entered into a securities purchase agreement, whereby the Company agreed to issue
and sell to certain purchasers warrants to purchase up to 4,643,625 shares of common stock with an exercise price of
$1.41 per share.

ITEM 16.  Exhibits and Financial Statement Schedules.

(a)           The exhibits listed under the caption �Exhibit Index� following the signature page are filed herewith or
incorporated by reference herein.

(b)           Financial Statement Schedules

No financial statement schedules are provided because the information required to be set forth therein is not applicable
or is shown in the consolidated financial statements or notes thereto.

ITEM 17.  Undertakings.

(a) The undersigned Registrant hereby undertakes:

(1) to file, during any period in which offers or sales are being made, a post-effective amendment to this Registration
Statement:

(i) to include any prospectus required by Section 10(a)(3) of the Securities Act;

(ii) to reflect in the prospectus any facts or events arising after the effective date of the Registration Statement (or the
most recent post-effective amendment thereof) which, individually or in the aggregate, represent a fundamental
change in the information set forth in the Registration Statement. Notwithstanding the foregoing, any increase or
decrease in volume of securities offered (if the total dollar value of securities offered would not exceed that which was
registered) and any deviation from the low or high end of the estimated maximum offering range may be reflected in
the form of prospectus filed with the Commission pursuant to Rule 424(b) if, in the aggregate, the changes in volume
and price represent no more than 20% change in the maximum aggregate offering price set forth in the �Calculation of
Registration Fee� table in the effective Registration Statement; and

(iii) to include any material information with respect to the plan of distribution not previously disclosed in the
Registration Statement or any material change to such information in the Registration Statement;

provided, however, that paragraphs (a)(1)(i), (a)(1)(ii) and (a)(1)(iii) do not apply if the information required to be
included in a post-effective amendment by those paragraphs is contained in reports filed with or furnished to the
Commission by the Registrant pursuant to Section 13 or Section 15(d) of the Exchange Act that are incorporated by
reference in the Registration Statement.

(2) that, for the purpose of determining any liability under the Securities Act, each such post-effective amendment
shall be deemed to be a new registration statement relating to the securities offered therein, and the offering of such
securities at that time shall be deemed to be the initial bona fide offering thereof.
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(3) to remove from registration by means of a post-effective amendment any of the securities being registered which
remain unsold at the termination of the offering.

(4) That, for the purpose of determining liability of the registrant under the Securities Act to any purchaser in the
initial distribution of the securities, the undersigned Registrant undertakes that in a primary offering of securities of
the undersigned Registrant pursuant to this Registration Statement, regardless of the underwriting method used
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to sell the securities to the purchaser, if the securities are offered or sold to such purchaser by means of any of the
following communications, the undersigned Registrant will be a seller to the purchaser and will be considered to offer
or sell such securities to such purchaser:

(i) any preliminary prospectus or prospectus of the undersigned Registrant relating to the offering required to be filed
pursuant to Rule 424;

(ii) any free writing prospectus relating to the offering prepared by or on behalf of the undersigned Registrant or used
or referred to by the undersigned Registrant;

(iii) the portion of any other free writing prospectus relating to the offering containing material information about the
undersigned Registrant or its securities provided by or on behalf of the undersigned registrant; and

(iv) any other communication that is an offer in the offering made by the undersigned registrant to the purchaser.

(b) The undersigned Registrant hereby undertakes that, for purposes of determining any liability under the Securities
Act, each filing of the Registrant�s annual report pursuant to Section 13(a) or Section 15(d) of the Exchange Act (and,
where applicable, each filing of an employee benefit plan�s annual report pursuant to Section 15(d) of the Exchange
Act) that is incorporated by reference in the Registration Statement shall be deemed to be a new registration statement
relating to the securities offered therein, and the offering of such securities at that time shall be deemed to be the
initial bona fide offering thereof.

(c) Insofar as indemnification for liabilities arising under the Securities Act may be permitted to directors, officers and
controlling persons of the Registrant pursuant to the foregoing provisions, or otherwise, the Registrant has been
advised that in the opinion of the Commission such indemnification is against public policy as expressed in the
Securities Act and is, therefore, unenforceable. In the event that a claim for indemnification against such liabilities
(other than the payment by the Registrant of expenses incurred or paid by a director, officer or controlling person of
the Registrant in the successful defense of any action, suit or proceeding) is asserted by such director, officer or
controlling person in connection with the securities being registered, the Registrant will, unless in the opinion of its
counsel the matter has been settled by controlling precedent, submit to a court of appropriate jurisdiction the question
whether such indemnification by it is against public policy as expressed in the Act and will be governed by the final
adjudication of such issue.

(d) The undersigned Registrant hereby undertakes that:

(1) for purposes of determining any liability under the Securities Act, the information omitted from the form of
prospectus filed as part of this Registration Statement in reliance upon Rule 430A and contained in a form of
prospectus filed by the registrant pursuant to Rule 424(b)(1) or (4) or 497(h) under the Securities Act shall be deemed
to be part of this Registration Statement as of the time it was declared effective.

(2) for the purpose of determining any liability under the Securities Act, each post-effective amendment that contains
a form of prospectus shall be deemed to be a new registration statement relating to the securities offered therein, and
the offering of such securities at that time shall be deemed to be the initial bona fide offering thereof.
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EXHIBIT INDEX

(b) Exhibits

Exhibit
Number  Description
1.1 Controlled Equity OfferingSM Sales Agreement dated January 25, 2013 by and between Trovagene, Inc.

and Cantor Fitzgerald & Co. (incorporated by reference to Exhibit 1.2 to the Company�s Form S-3 filed on
January 25, 2013).

1.2+ Form of Placement Agency Agreement

3.1 Amended and Restated Certificate of Incorporation of Trovagene, Inc. (incorporated by reference to
Exhibit 3.1 to the Company�s Form 10-12G filed on November 25, 2011).

3.2 Certificate of Amendment of Amended and Restated Certificate of Incorporation of Trovagene, Inc.
(incorporated by reference to Appendix B to the Company�s Proxy Statement on Schedule 14A filed on
March 20, 2012).

3.3 By-Laws of Trovagene, Inc. (incorporated by reference to Exhibit 3.2 to the Company�s Form 10-12G filed
on November 25, 2011).

4.1 Form  of Common Stock Certificate of Trovagene, Inc. (incorporated by reference to Exhibit 4.1 to the
Company�s Form 10-12G filed on November 25, 2011).

4.2 2004 Stock Option Plan (incorporated by reference to Exhibit 4.3 to the Company�s Current Report on
Form 8-K filed on July 19, 2004)

4.3+ Stock Award Agreement dated August 15, 2017 by and between Trovagene, Inc. and William Welch

4.4 Form of Warrant (incorporated by reference to Exhibit 4.1 to the Company�s Current Report on Form 8-K
filed on November 28, 2012).

4.5 Form of Warrant to Purchase Common Stock (incorporated by reference to Exhibit 4.2 to the Company�s
Current Report on Form 8-K filed on July 1, 2014).

4.6 Trovagene, Inc. 2014 Equity Incentive Plan (incorporated by reference to Appendix A to the Company�s
Definitive Proxy Statement on Schedule 14A filed on July 23, 2014).

4.7 Form of Warrant to Purchase Common Stock (Incorporated by reference to Exhibit 4.1 to Form 8-K filed
on July 26, 2016).

4.8 Form of Warrant to Purchase Common Stock (Incorporated by reference to Exhibit 4.1 to Form 8-K filed
on July 17, 2017)

5.1+ Opinion of Sheppard Mullin Richter & Hampton LLP
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10.1 Summary of Terms of Lease Agreement dated as of October 28, 2009 between Trovagene, Inc. and
BMR-Sorrento West LLC (incorporated by reference to Exhibit 10.3 to the Company�s Form 10-12G/A
filed on February 15, 2012).
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10.2 Form  of First Amendment to Standard Industrial Net Lease dated September 28, 2011 between
Trovagene, Inc. and BMR-Sorrento West LLC (incorporated by reference to Exhibit 10.4 to the Company�s
Form 10-12G/A filed on February 15, 2012).

10.3 Form  of Second Amendment to Standard Industrial Net Lease dated October 2011 between Trovagene, Inc.
and BMR-Sorrento West LLC (incorporated by reference to Exhibit 10.5 to the Company�s Form 10-12G/A
filed on February 15, 2012).

10.4 Form  of Third Amendment to Standard Industrial Net Lease dated October 22, 2012 between Trovagene,  Inc.
and BMR-Sorrento West, LP. (incorporated by reference to Exhibit 10.6 to the Company�s Annual Report on
Form 10-K filed on March 12, 2015).

10.5 Form  of Fourth Amendment to Standard Industrial Net Lease dated December 2, 2013 between Trovagene, 
Inc. and BMR-Coast 9 LP. (incorporated by reference to Exhibit 10.7 to the Company�s Annual Report on Form
10-K filed on March 12, 2015).

10.6 Form  of Fifth Amendment to Standard Industrial Net Lease dated May 14, 2014 between Trovagene,  Inc. and
BMR-Coast 9 LP. (incorporated by reference to Exhibit 10.8 to the Company�s Annual Report on Form 10-K
filed on March 12, 2015).

10.7 Sixth Amendment to Standard Industrial Net Lease dated June 11, 2015 between Trovagene, Inc. and
BMR-Coast 9 LP (incorporated by reference to Exhibit 10.1 to the Company�s Quarterly Report on Form 10-Q
filed on August 10, 2015).

10.8 Co-Exclusive Sublicense Agreement dated October 22, 2007 between Trovagene, Inc. and Asuragen, Inc.
(incorporated by reference to Exhibit  10.6 to the Company�s Form 10-12G/A filed on February 15, 2012).

10.9 Amendment to Co-Exclusive Sublicense Agreement dated June 1, 2010 between Trovagene, Inc. and
Asuragen, Inc. (incorporated by reference to Exhibit  10.7 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.10 Sublicense Agreement dated as of August 27, 2007 between Trovagene, Inc. and Ipsogen SAS (incorporated by
reference to Exhibit 10.8 to the Company�s Form 10-12G/A filed on February 15, 2012).

10.11 Amendment to Co-Exclusive Sublicense Agreement dated as of September 1, 2010 between Trovagene, Inc.
and Ipsogen SAS (incorporated by reference to Exhibit  10.9 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.12 Sublicense Agreement dated as of July 20, 2011 between Trovagene, Inc. and Fairview Health Services
(incorporated by reference to Exhibit 10.11 to the Company�s Form 10-12G/A filed on February 15, 2012).

10.13 Sublicense Agreement dated as of December 1, 2008 by and between Trovagene, Inc. and InVivoScribe
Technologies, Inc. (incorporated by reference to Exhibit 10.13 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.14 Sublicense Agreement dated as of August 25, 2008 by and between Trovagene, Inc. and Laboratory
Corporation of America Holdings (incorporated by reference to Exhibit 10.14 to the Company�s
Form 10-12G/A filed on February 15, 2012).
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10.15 Form  of Sublicense Agreement effective as of February 8, 2011 by and between Trovagene, Inc. and MLL
Munchner Leukamielabor GmbH (incorporated by reference to Exhibit 10.15 to the Company�s Form 
10-12G/A filed on February 15, 2012).

10.16 Sublicense Agreement effective as of June 15, 2010 by and between Trovagene, Inc. and Skyline
Diagnostics BV (incorporated by reference to Exhibit 10.16 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.17 Exclusive License Agreement effective as of December 12, 2011 by and between Columbia University and
Trovagene, Inc. (incorporated by reference to Exhibit 10.20 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.18 Form  of Exclusive License Agreement effective as of October 2011 by and between Gianluca Gaidano,
Robert Foa and Davide Rossi and Trovagene, Inc. (incorporated by reference to Exhibit 10.21 to the
Company�s Form 10-12G/A filed on February 15, 2012).

10.19 Exclusive License Agreement effective as of May 2006 by and between Brunangelo Falini, Cristina Mecucci
and Trovagene, Inc. (incorporated by reference to Exhibit 10.23 to the Company�s Form 10-12G/A filed on
February 15, 2012).

10.20 Form  of First Amendment to Exclusive License Agreement effective as of August 2010 by and among
Brunangelo Falini, Cristina Mecucci and Trovagene, Inc. (incorporated by reference to Exhibit 10.24 to the
Company�s Form 10-12G/A filed on February 15, 2012).

10.21 Form of Indemnification Agreement to be entered into between the Company and its directors and executive
officers (incorporated by reference to Exhibit 10.1 to the Company�s Current Report on Form 8-K filed on
December 15, 2015).

10.22* Patent Assignment and License Agreement dated April 23, 2014 between Trovagene, Inc. and GenSignia IP
Ltd. (incorporated by reference to Exhibit 10.1 to the Company�s Quarterly Report on Form 10-Q filed on
May 12, 2014).

10.23 Employment Agreement, dated February 18, 2016, by and between the Company and Mark Erlander
(incorporated by reference to Exhibit 10.33 to the Company�s Quarterly Report on Form 10-Q filed on
May 10, 2016).

10.24+ Employment Agreement dated as of May 6, 2016 by and between the Company and William J. Welch
(incorporated by reference to Exhibit 10.35 to the Company�s Quarterly Report on Form 10-Q filed on
May 10, 2016).

10.25 Loan and Security Agreement dated as of November 17, 2015 by and between the Company and Silicon
Valley Bank (incorporated by reference to Exhibit 10.32 to the Company�s Annual Report on Form 10-K
filed on March 10, 2016).

10.26 Form  of Seventh Amendment to Standard Industrial Net Lease dated April 4, 2016 between Trovagene, Inc.
and BMR-Coast 9 LP (incorporated by reference to Exhibit  10.2 to the Company�s Quarterly Report on
Form 10-Q filed on August 4, 2016).

10.27**
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License Agreement dated as of March 13, 2017 between Nerviano Medical Sciences S.r.l. and
Trovagene, Inc. (incorporated by reference to Exhibit 10.34 to Form 10-K filed on March 15, 2015).
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10.28 Form of Securities Purchase Agreement dated July 13, 2017 (incorporated by reference to Exhibit 10.1 to
Form 8-K filed on July 17, 2017)

21 List of Subsidiary (incorporated by reference to Exhibit 21 to Form 10-K filed on March 15, 2015).

23.1*** Consent of BDO USA, LLP

23.2+ Consent of Sheppard Mullin Richter & Hampton LLP (included as part of Exhibit 5.1)

24.1*** Power of Attorney (included on signature page hereto).
+    To be filed by amendment.

*    The U.S. Securities and Exchange Commission (SEC) has granted confidential treatment with respect to certain
portions of this exhibit. Omitted portions have been filed separately with the SEC.

**    Portions of this exhibit were omitted and will be filed separately with the U.S. Securities and Exchange
Commission pursuant to a request for confidential treatment.

*** filed herewith.
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SIGNATURES

Pursuant to the requirements of the Securities Act of 1933, as amended, the Registrant certifies that it has reasonable
grounds to believe that it meets all of the requirements for filing on Form S-3 and has duly caused this Form S-3 to be
signed on its behalf by the undersigned, thereunto duly authorized, in San Diego, California, on the 25th day of
October 2017.

TROVAGENE, INC.

By: /s/ William Welch
William Welch
Chief Executive Officer

POWER OF ATTORNEY

KNOW ALL MEN BY THESE PRESENTS, that each person whose signature appears below constitutes and appoints
William Welch, his/her true and lawful attorney-in-fact and agent with full power of substitution and re-substitution,
for him/her and in his/her name, place and stead, in any and all capacities to sign any or all amendments (including,
without limitation, post-effective amendments) to this Registration Statement, any related Registration Statement filed
pursuant to Rule 462(b) under the Securities Act of 1933, as amended, and any or all pre- or post-effective
amendments thereto, and to file the same, with all exhibits thereto, and all other documents in connection therewith,
with the Securities and Exchange Commission, granting unto said attorney-in-fact and agent, full power and authority
to do and perform each and every act and thing requisite and necessary to be done in and about the premises, as fully
for all intents and purposes as he or she might or could do in person, hereby ratifying and confirming that said
attorney-in-fact and agent, or any substitute or substitutes for him, may lawfully do or cause to be done by virtue
hereof. Pursuant to the requirements of the Securities Act of 1933, the following persons in the capacities and on the
dates indicated have signed this Registration Statement below.

Pursuant to the requirements of the Securities Act of 1933, as amended, this Registration Statement has been signed
by the following persons in the capacities and on the dates indicated

Signature Title Date
/s/ William Welch

William Welch

Chief Executive Officer and Director (Principal
Executive Officer and Principal Financial Officer)

October 25, 2017

/s/ Thomas H. Adams

Thomas H. Adams

Chairman of the Board October 25, 2017

/s/ John P. Brancaccio

John P. Brancaccio

Director October 25, 2017

/s/ Gary S. Jacob

Gary S. Jacob

Director October 25, 2017
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/s/ Paul Billings

Paul Billings

Director October 25, 2017

/s/ Stanley Tennant

Stanley Tennant

Director October 25, 2017

/s/ Rodney S. Markin

Rodney S. Markin

Director October 25, 2017

/s/ Athena Countouriotis

Athena Countouriotis

Director October 25, 2017

II-8
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