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Approximate date of commencement of proposed sale to the public: From time to time after the effective date of this
Registration Statement.

If the only securities being registered on this Form are being offered pursuant to dividend or interest reinvestment
plans, please check the following box. ¨

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, other than securities offered only in connection with dividend or interest
reinvestment plans, check the following box. x

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 registration statement pursuant to General Instruction I.D. or a post-effective amendment thereto that
shall become effective upon filing with the Commission pursuant to Rule 462(c) under the Securities Act, check the
following box. ¨

If this Form is a post-effective amendment filed pursuant to General Instruction I.D. filed to register additional
securities or additional classes of securities pursuant to Rule 413(b) under the Securities Act, check the following box.
¨

Indicate by check mark whether the Registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer
or a smaller reporting company. See the definitions of “accelerated filer”, “large accelerated filer” and “smaller reporting
company” (as defined in Rule 12b-2 of the Act) (Check one):

Large accelerated filer ¨ Accelerated filer ¨
Non-accelerated filer ¨ (Do not check if smaller reporting company) Smaller reporting company x
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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 or until the Registration Statement shall become effective on such date as the Commission, acting
pursuant to said Section 8(a), may determine.
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The information in this prospectus is not complete and may be changed. We may not sell these securities or accept an
offer to buy these securities until the registration statement filed with the Securities and Exchange Commission is
effective. This prospectus is not an offer to sell these securities, and we are not soliciting an offer to buy these
securities in any state where the offer or sale is not permitted.

Subject to completion, dated January 9, 2013

Prospectus

$30,000,000 of

Common Stock,

Preferred Stock,

Warrants,

Debt Securities and/or

Units

From time to time, we may offer up to $30,000,000 of any combination of the securities described in this prospectus,
either individually or in units, in one or more offerings in amounts, at prices and on the terms that we will determine at
the time of offering. We may also offer common stock or preferred stock upon conversion of debt securities, common
stock upon conversion of preferred stock, or common stock, preferred stock or debt securities upon the exercise of
warrants.

Each time we sell securities, we will provide specific terms of the securities offered in a supplement to this prospectus.
The prospectus supplement may also add, update or change information contained in this prospectus. We will specify
in any accompanying prospectus supplement the terms of any offering. You should read this prospectus and the
applicable prospectus supplement, as well as any documents incorporated by reference in this prospectus and any
prospectus supplement, carefully before you invest in any securities. This prospectus may not be used by us to
consummate a sale of securities unless accompanied by the applicable prospectus supplement.
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We will sell these securities directly to our stockholders or to other purchasers or through agents on our behalf or
through underwriters or dealers as designated from time to time. If any agents or underwriters are involved in the sale
of any of these securities, the applicable prospectus supplement will provide the names of the agents or underwriters
and any applicable fees, commissions or discounts.

Our common stock trades on the NYSE MKT under the trading symbol “CRMD.” On January 7, 2013, the last reported
sale price of our common stock was $0.93 per share. We recommend that you obtain current market quotations for our
common stock prior to making an investment decision.

As of January 7, 2013, the aggregate market value of our outstanding common stock held by non-affiliates, or the
public float, was approximately $9,587,095, which was calculated based on 10,308,704 shares of our outstanding
common stock held by non-affiliates and on a price of $0.93 per share, the last reported sale price for our common
stock on January 7, 2013. Pursuant to General Instruction I.B.6 of Form S-3, in no event will we sell our common
stock in a public primary offering with a value exceeding one-third of our public float in any 12-month period unless
our public float subsequently rises to $75.0 million or more. We have not offered any securities pursuant to General
Instruction I.B.6 of Form S-3 during the 12 calendar months prior to and including the date of this prospectus.

You should carefully read this prospectus, the prospectus supplement relating to any specific offering of
securities and all information incorporated by reference herein and therein.

Investing in our securities involves a high degree of risk. These risks are discussed in this prospectus under
“Risk Factors” beginning on page 6 and in the documents incorporated by reference into this prospectus.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of
these securities or determined if this prospectus is truthful or complete. Any representation to the contrary is a
criminal offense.

The date of this prospectus is              , 2013.
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement that we filed with the Securities and Exchange Commission, or SEC,
utilizing a “shelf” registration process. Under this shelf registration process, we may offer shares of our common stock
and preferred stock, various series of debt securities and/or warrants to purchase any of such securities, either
individually or in units, in one or more offerings, up to a total dollar amount of $30,000,000. This prospectus provides
you with a general description of the securities we may offer. Each time we offer a type or series of securities under
this prospectus, we will provide a prospectus supplement that will contain specific information about the terms of that
offering.

This prospectus does not contain all of the information included in the registration statement. For a more complete
understanding of the offering of the securities, you should refer to the registration statement, including its exhibits.
Prospectus supplements may also add, update or change information contained or incorporated by reference in this
prospectus. However, no prospectus supplement will fundamentally change the terms that are set forth in this
prospectus or offer a security that is not registered and described in this prospectus at the time of its effectiveness.
This prospectus, together with the applicable prospectus supplements and the documents incorporated by reference
into this prospectus and the applicable prospectus supplement, includes all material information relating to this
offering. You should carefully read this prospectus, the applicable prospectus supplement, the information and
documents incorporated herein and therein by reference and the additional information under the heading “Where You
Can Find More Information” before making an investment decision.

You should rely only on the information we have provided or incorporated by reference in this prospectus or any
prospectus supplement. We have not authorized anyone to provide you with information different from that contained
or incorporated by reference in this prospectus. No dealer, salesperson or other person is authorized to give any
information or to represent anything not contained or incorporated by reference in this prospectus. You must not rely
on any unauthorized information or representation. This prospectus is an offer to sell only the securities offered
hereby, but only under circumstances and in jurisdictions where it is lawful to do so. You should assume that the
information in this prospectus or any prospectus supplement is accurate only as of the date on the front of the
document and that any information we have incorporated herein by reference is accurate only as of the date of the
document incorporated by reference, regardless of the time of delivery of this prospectus or any sale of a security.

To the extent there are inconsistencies between any prospectus supplement, this prospectus and any documents
incorporated by reference, the document with the most recent date will control.

This prospectus may not be used to consummate sales of our securities, unless it is accompanied by a
prospectus supplement.
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Unless the context otherwise requires, “CorMedix” the “company,” “we,” “us,” “our” and similar names refer to CorMedix Inc.
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus. Because it is a summary, it might not
contain all of the information that is important to you. Accordingly, you are urged to carefully review this prospectus
in its entirety, including “Risk Factors” beginning on page 6 and our financial statements and related notes thereto
incorporated by reference herein, before making an investment decision.

Overview

We are a development stage pharmaceutical and medical device company that seeks to in-license, develop and
commercialize therapeutic products for the treatment of cardiac and renal dysfunction, specifically in the dialysis and
non-dialysis areas. Specifically, our goal is to treat kidney disease by reducing the commonly associated
cardiovascular and metabolic complications — in effect, “treating the kidney to treat the heart.” As of the date of this
prospectus, we have licensed all of the product candidates in our pipeline.

We have the worldwide rights to develop and commercialize our product candidates, CRMD003 (Neutrolin®) and
CRMD004, that we believe address potentially large market opportunities in the instances in which a central venous
catheter is used, such as hemodialysis, intensive care units, oncology and total parenteral nutrition patients.

Our primary product candidate in development is Neutrolin for the prevention of catheter-related infections in the
dialysis and non-dialysis markets, which we believe addresses a medical need and a potentially large market
opportunity. Neutrolin is a liquid formulation designed to prevent central venous catheter infection as well as catheter
obstruction, also referred to as maintenance of catheter patency, in central venous catheters, which we initially plan for
use in hemodialysis catheters. There are approximately 780,000 hemodialysis patients in the United States and the
European Union. We believe the patients undergoing hemodialysis using a tunneled central vein catheter will be our
initial target market. We project 91,000 patients in the European Union and 104,000 patients in the United States.
These patients represent nearly 30 million hemodialysis sessions per year, which we believe represents a market
potential of approximately $300 - $400 million.

During the third quarter of 2011, we received a notice from the U.S. Food and Drug Administration, or FDA, that
Neutrolin had been assigned to the Center for Drug Evaluation and Research, or CDER. As a result of this, and given
our limited resources, we decided to change our business strategy and focus the majority of our resources on the
research and development of Neutrolin rather than CRMD004 and to seek regulatory and commercialization approval
for Neutrolin in Europe through a CE Mark application rather than pursue FDA approval at this time. During the first
half of 2011, we submitted our design dossier to TÜV SÜD, the European notified body managing our CE Mark
application. In the fourth quarter of 2011, we successfully completed our stage 1 audit with TÜV SÜD.
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On October 10, 2012, we received ISO 13485:2003 certification from TÜV SÜD. This certification, which is a
stand-alone standard developed by the International Organization for Standardization, is the globally recognized
standard that outlines consistent international processes for the design and manufacturing of medical devices,
including many supply chain functions such as assembly, packaging, warehousing and distribution. Compliance with
ISO 13485 is often seen as a step towards achieving compliance with European regulatory requirements. The
conformity of medical devices and in-vitro diagnostic medical devices according to applicable EU standards must be
assessed before sale is permitted. The preferred method to prove conformity is the certification by a notified body of
the quality management system according to ISO 9001 and/or ISO 13485 and ISO 14971. The result of a positive
assessment is the issuance of a certificate of conformity allowing the CE Mark and the permission to sell the medical
device in the European Union.

We have successfully completed the stage 2 audit with TÜV SÜD. We anticipate receiving a CE Mark approval by
the end of the fourth quarter of 2012 or in the first quarter of 2013. If we obtain CE Mark approval in Europe, we
intend to launch Neutrolin for the prevention of catheter-related bloodstream infections, or CRBI, and maintenance of
catheter patency in hemodialysis patients in Europe in the first half of 2013. However, we cannot be assured of CE
Mark approval of Neutrolin or the planned commercialization timeline.

2
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We are currently exploring the various means of launching Neutrolin in Europe, whether through a distributorship or
partnership arrangement, or otherwise, and plan to initially launch in Germany. Assuming the receipt of a CE Mark
and the launch of Neutrolin, we intend to meet with the FDA to determine the pathway for U.S. approval of Neutrolin,
which we expect will entail a Phase 3 trial.

Recent Developments

On September 20, 2012, we completed an initial closing of our private placement of 850 Units, each Unit consisting
of (i) a one-year $1,000 principal amount 9% Senior Convertible Note, convertible into shares of our common stock at
a conversion price of $0.35 per Note, and (ii) a five-year redeemable Warrant, to purchase 2,500 shares of our
common stock at a purchase price of $0.40 per share. We received gross proceeds of $850,000 and net proceeds of
approximately $689,000 in the September 20, 2012 initial closing. The maturity date of the Notes issued in the initial
closing is September 20, 2013.

On November 13, 2012, we held the second and final closing of the private placement, and issued an additional 474
Units for a total gross amount of $474,000. The maturity date of the Notes issued in the final closing is November 13,
2013. Together with the sale of 850 Units at the initial closing, we issued and sold in the private placement an
aggregate total of 1,324 Units for aggregate gross proceeds of $1,324,000. The total net proceeds (net of placement
agent and legal fees) of the private placement to us were $1,095,600, including $689,000 net proceeds previously
received by us at the initial closing and $406,600 net proceeds received by us in the final closing. We issued to the
investors Warrants to purchase an aggregate of 3,310,000 shares of our common stock. We paid the placement agent
for the private placement a total of $109,900 in fees and issued it warrants to purchase an aggregate of 331,000 shares.
The placement agent warrants have the same terms as those issued to the investors.

We have agreed to file an initial registration statement with the SEC to register the resale of the shares of common
stock issuable upon the conversion of the Notes and the exercise of the Warrants within 60 days after the final closing,
which is January 11, 2013. Also, we have agreed to use our commercially reasonable efforts to have the registration
statement declared effective within 120 days after the date of the final closing, which is March 13, 2013.

On December 24, 2012, we announced the following changes to our executive team.

· Randy Milby has been promoted to Chief Executive Officer, effective January 1, 2013. Mr. Milby previously served
as our Chief Operating Officer.

·
Richard M. Cohen will serve as Chief Financial Officer, effective January 1, 2013, and will continue as Executive
Chairman and director of CorMedix. Mr. Cohen previously served as our Interim Chief Financial Officer and Interim
Chief Executive Officer.

Edgar Filing: CorMedix Inc. - Form S-3/A

13



·Antony E. Pfaffle, M.D., a director on our board, joins the executive team as Acting Chief Scientific Officer,
effective January 1, 2013.

·Mark Klausner, M.D., our current Chief Medical Officer, will depart CorMedix effective February 28, 2013 upon
expiration of his employment agreement with CorMedix.

Mr. Milby will continue to work with the board and build the management team to drive our strategy forward with
respect to the planned receipt of CE Mark approval for Neutrolin and subsequent commercial launch of Neutrolin in
Europe and the planned expansion into countries beyond Europe. Dr. Pfaffle in this capacity will provide scientific
support and will focus on the development of key opinion leader relationships throughout Europe.

Corporate History and Information

We were organized as a Delaware corporation on July 28, 2006 under the name “Picton Holding Company, Inc.” and we
changed our corporate name to “CorMedix Inc.” on January 18, 2007. Our operations to date have been primarily
limited to organizing and staffing, licensing product candidates, developing clinical trials for our product candidates,
establishing manufacturing for our product candidates and maintaining and improving our patent portfolio.

3
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Our executive offices are located at 745 Route 202-206, Suite 303, Bridgewater, NJ 08807. Our telephone number is
(908) 517-9500. Our website address is www.cormedix.com. Information contained in, or accessible through, our
website does not constitute part of this prospectus.

Offerings Under This Prospectus

We may offer shares of our common stock and preferred stock, various series of debt securities and/or warrants to
purchase any of such securities, either individually or in units, with a total value of up to $30,000,000 from time to
time under this prospectus at prices and on terms to be determined by market conditions at the time of any offering.
This prospectus provides you with a general description of the securities we may offer. Each time we offer a type or
series of securities under this prospectus, we will provide a prospectus supplement that will describe the specific
amounts, prices and other important terms of the securities.

The prospectus supplement also may add, update or change information contained in this prospectus or in documents
we have incorporated by reference into this prospectus. However, no prospectus supplement will fundamentally
change the terms that are set forth in this prospectus or offer a security that is not registered and described in this
prospectus at the time of its effectiveness.

This prospectus may not be used to consummate a sale of any securities unless it is accompanied by a
prospectus supplement.

We may sell the securities directly to investors or to or through agents, underwriters or dealers. We, and our agents or
underwriters, reserve the right to accept or reject all or part of any proposed purchase of securities. If we offer
securities through agents or underwriters, we will include in the applicable prospectus supplement:

· the names of those agents or underwriters;

·applicable fees, discounts and commissions to be paid to them;

·details regarding over-allotment options, if any; and

·the net proceeds to us.
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Common Stock

We may issue shares of our common stock from time to time. The holders of common stock are entitled to one vote
per share on all matters to be voted upon by stockholders. Subject to preferences that may be applicable to any
outstanding preferred stock, the holders of common stock are entitled to receive ratably any dividends that may be
declared from time to time by our board of directors out of funds legally available for that purpose. In the event of our
liquidation, dissolution or winding up, the holders of common stock are entitled to share ratably in all assets remaining
after payment of liabilities, subject to prior distribution rights of any preferred stock then outstanding.

Preferred Stock

We may issue shares of our preferred stock from time to time, in one or more series. Our board of directors will
determine the rights, preferences, privileges and restrictions of the preferred stock, including dividend rights,
conversion rights, voting rights, terms of redemption, liquidation preferences, sinking fund terms and the number of
shares constituting any series or the designation of such series, without any further vote or action by stockholders.
Convertible preferred stock will be convertible into our common stock or exchangeable for our other securities.
Conversion may be mandatory or at your option or both and would be at prescribed conversion rates.

If we sell any series of preferred stock under this prospectus and applicable prospectus supplements, we will fix the
rights, preferences, privileges and restrictions of the preferred stock of such series in the certificate of designation
relating to that series. We will file as an exhibit to the registration statement of which this prospectus is a part, or will
incorporate by reference from reports that we file with the SEC, the form of any certificate of designation that
describes the terms of the series of preferred stock we are offering before the issuance of the related series of preferred
stock. We urge you to read the applicable prospectus supplement related to the series of preferred stock being offered,
as well as the complete certificate of designation that contains the terms of the applicable series of preferred stock.

4
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Warrants

We may issue warrants for the purchase of common stock, preferred stock and/or debt securities in one or more series.
We may issue warrants independently or together with common stock, preferred stock and/or debt securities, and the
warrants may be attached to or separate from these securities. We will evidence each series of warrants either by
agreements with each investor or warrant certificates that we will issue under a separate agreement. If we issue
warrant certificates, we expect to enter into warrant agreements with a bank or trust company that we select to be our
warrant agent. We will indicate the name and address of the warrant agent in the applicable prospectus supplement
relating to a particular series of warrants.

In this prospectus, we have summarized certain general features of the warrants. We urge you, however, to read the
applicable prospectus supplement related to the particular series of warrants being offered, as well as the warrant
agreements and warrant certificates that contain the terms of the warrants. We will file as exhibits to the registration
statement of which this prospectus is a part, or will incorporate by reference from reports that we file with the SEC,
the form of warrant agreement or warrant certificate containing the terms of the warrants we are offering before the
issuance of the warrants.

Debt Securities

We may offer debt securities from time to time, in one or more series, as either senior or subordinated debt or as
senior or subordinated convertible debt. The senior debt securities will rank equally with any other unsecured and
unsubordinated debt. The subordinated debt securities will be subordinate and junior in right of payment, to the extent
and in the manner described in the instrument governing the debt, to all of our senior indebtedness. Convertible debt
securities will be convertible into or exchangeable for our common stock or our other securities. Conversion may be
mandatory or at your option or both and would be at prescribed conversion rates.

With respect to any debt securities that we issue, we will issue such debt securities under an indenture, which we
would enter into with the trustee named in the indenture. Any indenture would be qualified under the Trust Indenture
Act of 1939.

Units

We may issue units consisting of common stock, preferred stock, debt securities and/or warrants for the purchase of
common stock, preferred stock and/or debt securities in one or more series. In this prospectus, we have summarized
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certain general features of the units. We urge you, however, to read the applicable prospectus supplement related to
the series of units being offered, as well as the unit agreements that contain the terms of the units. We will file as
exhibits to the registration statement of which this prospectus is a part, or will incorporate by reference reports that we
file with the SEC, the form of unit agreement and any supplemental agreements that describe the terms of the series of
units we are offering before the issuance of the related series of units.
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RISK FACTORS

Investing in our securities involves risk. The prospectus supplement applicable to each offering of our securities will
contain a discussion of the risks applicable to an investment in our company. Prior to making a decision about
investing in our securities, you should carefully consider the specific factors discussed below and under the heading
“Risk Factors” in the applicable prospectus supplement, together with all of the other information contained or
incorporated by reference in the prospectus supplement or appearing or incorporated by reference in this prospectus.
You should also consider the risks, uncertainties and assumptions discussed under the heading “Risk Factors”
included in our most recent annual report on Form 10-K and 10-K/A, as revised or supplemented by our most recent
quarterly report on Form 10-Q, each of which are on file with the SEC and are incorporated herein by reference, and
which may be amended, supplemented or superseded from time to time by other reports we file with the SEC in the
future.

Risks Related to Our Financial Position and Need for Additional Capital

We have a limited operating history and a history of operating losses, and expect to incur significant additional
operating losses.

We were established in July 2006 and have only a limited operating history. Therefore, there is limited historical
financial information upon which to base an evaluation of our performance. Our prospects must be considered in light
of the uncertainties, risks, expenses, and difficulties frequently encountered by companies in the early stages of
operation. We incurred a net loss of approximately $2.2 million for the nine months ended September 30, 2012 and
approximately $6.7 million for the year ended December 31, 2011. As of September 30, 2012, we had an accumulated
deficit of approximately $45.2 million. We expect to incur substantial additional operating expenses over the next
several years as our research, development, pre-clinical testing, clinical trial and commercialization activities increase.
The amount of future losses and when, if ever, we will achieve profitability are uncertain. We have no products that
have generated any commercial revenue, do not expect to generate revenues from the commercial sale of products
unless and until we receive a CE Mark for and launch Neutrolin in Europe, and might never generate revenues from
the sale of products. Our ability to generate revenue and achieve profitability will depend on, among other things, the
following: successful completion of the development of our product candidates, particularly Neutrolin; obtaining
necessary regulatory approvals for Neutrolin from the applicable European agencies, other foreign agencies and the
FDA and from the FDA and international regulatory agencies for any other products; establishing manufacturing,
sales, and marketing arrangements, either alone or with third parties; and raising sufficient funds to finance our
activities. We might not succeed at any of these undertakings. If we are unsuccessful at some or all of these
undertakings, our business, prospects, and results of operations may be materially adversely affected.

Our independent registered public accounting firm expressed substantial doubt as to our ability to continue as a
going concern in its audited financial statements for the year ended December 31, 2011 and may do so again in the
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future.

In their report accompanying our audited financial statements for the year ended December 31, 2011, our independent
registered public accounting firm expressed substantial doubt as to our ability to continue as a going a concern. A
“going concern” opinion could impair our ability to finance our operations through the sale of debt or equity securities
or through bank financing. We believe our recent decision to focus the majority of our resources, including our
research and development efforts, primarily on the CE Mark approval and commercialization of Neutrolin in Europe
will result in our currently available capital resources being sufficient to meet our operating needs only into the first
quarter of 2013, after giving effect to our receipt of approximately $1,324,000 in aggregate gross proceeds from the
sale of our Senior Convertible Notes in September and November 2012. Our ability to continue as a going concern
will depend, in large part, on our ability to obtain additional financing. Thereafter, our ability to generate positive cash
flow from operation will depend on our ability to receive a CE Mark for and launch Neutrolin in Europe. None of
these undertakings are certain. Additional capital may not be available on reasonable terms, or at all. If adequate
financing is not available, we would be required to terminate or significantly curtail our operations, or enter into
arrangements with collaborative partners or others that may require us to relinquish rights to certain aspects of our
technologies, or potential markets that we would not otherwise relinquish. If we are unable to achieve these goals, our
business would be jeopardized and we may not be able to continue operations.

6
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We are not currently profitable and may never become profitable. 

We have a history of losses and expect to incur substantial losses and negative operating cash flow for the foreseeable
future, and we may never achieve or maintain profitability. Even if we succeed in developing and commercializing
Neutrolin or other product candidates, we expect to incur substantial losses for the foreseeable future and may never
become profitable. We also expect to continue to incur significant operating and capital expenditures and anticipate
that our expenses will increase substantially in the foreseeable future as we continue to undertake development of
Neutrolin and our other product candidates, undertake clinical trials of our product candidates, seek regulatory
approvals for product candidates, implement additional internal systems and infrastructure, and hire additional
personnel. 

We also expect to experience negative cash flow for the foreseeable future as we fund our operating losses and capital
expenditures. As a result, we will need to generate significant revenues in order to achieve and maintain profitability.
We may not be able to generate these revenues or achieve profitability in the future. Our failure to achieve or maintain
profitability would negatively impact the value of our securities. 

We will need to finance our future cash needs through public or private equity offerings, debt financings or
corporate collaboration and licensing arrangements. Any additional funds that we obtain may not be on terms
favorable to us or our stockholders and may require us to relinquish valuable rights. 

We have no approved product on the market and have generated no product revenues. Unless and until we receive
applicable regulatory approval for Neutrolin and any other product candidates, we cannot sell our products and will
not have product revenues. Therefore, for the foreseeable future, we will have to fund all of our operations and capital
expenditures from cash on hand, licensing fees and grants. 

We believe that existing cash will be sufficient to enable us to fund our projected operating requirements only into the
first quarter of 2013, based upon our recent decision to focus the majority of our resources, including our research and
development efforts, primarily on the CE Marking approval and commercialization of Neutrolin in Europe. However,
we may need to raise additional funds more quickly if one or more of our assumptions prove to be incorrect or if we
choose to expand our product development efforts more rapidly than we presently anticipate, and we may decide to
raise additional funds even before we need them if the conditions for raising capital are favorable. 

We may seek to sell additional equity or debt securities, obtain a bank credit facility, or enter into a corporate
collaboration or licensing arrangement. The sale of additional equity or debt securities, if convertible, could result in
dilution to our stockholders. The incurrence of indebtedness would result in increased fixed obligations and could also
result in covenants that would restrict our operations. Raising additional funds through collaboration or licensing
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arrangements with third parties may require us to relinquish valuable rights to our technologies, future revenue
streams, research programs or product candidates, or to grant licenses on terms that may not be favorable to us or our
stockholders.

Risks Related to the Development and Commercialization of Our Product Candidates 

Our product candidates are still in development. 

We are a development stage pharmaceutical and medical device company with product candidates in various stages of
development. We have recently changed our strategy to primarily focus on the commercialization of Neutrolin in
Europe through the CE Marking process and have elected to delay our other product candidates’ development until we
have obtained CE Marking approval in Europe for Neutrolin. Our product candidates are currently at the following
stages:

· CRMD003 (Neutrolin) - submitted a CE Mark application for approval in Europe; and

· CRMD004 - currently in the pre-clinical phase.

7
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Our product development efforts may not lead to commercially viable products for any of several reasons. For
example, our product candidates may fail to be proven safe and effective in clinical trials, or we may have inadequate
financial or other resources to pursue development efforts for our product candidates. Our product candidates will
require significant additional development, clinical trials, regulatory clearances and/or investment by us or our
collaborators before they can be commercialized. Specifically, if we receive a CE Mark for Neutrolin, we will need to
commercially launch it in Europe either on our own or through a third party, which will take time and capital.

Successful development of our products is uncertain.

Our development of current and future product candidates is subject to the risks of failure and delay inherent in the
development of new pharmaceutical products, including but not limited to the following:

· delays in product development, pre-clinical and clinical testing, or manufacturing;

· unplanned expenditures in product development, pre-clinical and clinical testing, or manufacturing;

· failure to receive regulatory approvals;

· emergence of superior or equivalent products;

· inability to manufacture our product candidates on a commercial scale on our own, or in collaboration with third
parties; and

· failure to achieve market acceptance.

Because of these risks, our development efforts may not result in any commercially viable products. If a significant
portion of these development efforts are not successfully completed, required regulatory approvals are not obtained or
any approved products are not commercialized successfully, our business, financial condition, and results of
operations will be materially harmed.

Clinical trials required for our product candidates are expensive and time-consuming, and their outcome is
uncertain.
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In order to obtain FDA or foreign approval to market a new drug or device product, we must demonstrate proof of
safety and effectiveness in humans. Foreign regulations and requirements are similar to those of the FDA. To meet
FDA requirements, we must conduct “adequate and well-controlled” clinical trials. Conducting clinical trials is a
lengthy, time-consuming, and expensive process. The length of time may vary substantially according to the type,
complexity, novelty, and intended use of the product candidate, and often can be several years or more per trial.
Delays associated with products for which we are directly conducting clinical trials may cause us to incur additional
operating expenses. The commencement and rate of completion of clinical trials may be delayed by many factors,
including, for example:

· inability to manufacture sufficient quantities of qualified materials under the FDA’s current Good Manufacturing
Practices requirements, referred to as cGMP, for use in clinical trials;

· slower than expected rates of patient recruitment;

· failure to recruit a sufficient number of patients;

· modification of clinical trial protocols;

· changes in regulatory requirements for clinical trials;

· lack of effectiveness during clinical trials;

8
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· emergence of unforeseen safety issues;

·delays, suspension, or termination of clinical trials due to the institutional review board responsible for overseeing the
study at a particular study site; and

· government or regulatory delays or “clinical holds” requiring suspension or termination of the trials.

The results from early pre-clinical and clinical trials are not necessarily predictive of results to be obtained in later
clinical trials. Accordingly, even if we obtain positive results from early pre-clinical or clinical trials, we may not
achieve the same success in later clinical trials.

Our clinical trials may be conducted in patients with serious or life-threatening diseases for whom conventional
treatments have been unsuccessful or for whom no conventional treatment exists, and in some cases, our product is
expected to be used in combination with approved therapies that themselves have significant adverse event profiles.
During the course of treatment, these patients could suffer adverse medical events or die for reasons that may or may
not be related to our products. We cannot ensure that safety issues will not arise with respect to our products in
clinical development.

Clinical trials may not demonstrate statistically significant safety and effectiveness to obtain the requisite regulatory
approvals for product candidates. The failure of clinical trials to demonstrate safety and effectiveness for the desired
indications could harm the development of our product candidates. Such a failure could cause us to abandon a product
candidate and could delay development of other product candidates. Any delay in, or termination of, our clinical trials
would delay the filing of any New Drug Application, or NDA, or any Premarket Approval Application, or PMA, with
the FDA and, ultimately, our ability to commercialize our product candidates and generate product revenues. Any
change in, or termination of, our clinical trials could materially harm our business, financial condition, and results of
operations.

If we fail to comply with international regulatory requirements we could be subject to regulatory delays, fines or
other penalties.

Regulatory requirements in foreign countries for international sales of medical devices often vary from country to
country. The occurrence and related impact of the following factors would harm our business:

· delays in receipt of, or failure to receive, foreign regulatory approvals or clearances;
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· the loss of previously obtained approvals or clearances; or

· the failure to comply with existing or future regulatory requirements.

The CE Mark is a mandatory conformity mark for products to be sold in the European Economic Area. Currently, 30
countries in Europe require products to bear CE Marking. To market in Europe, a product must first obtain the
certifications necessary to affix the CE Mark. The CE Mark is an international symbol of adherence to the Medical
Device Directives and the manufacturer’s declaration that the product complies with essential requirements.
Compliance with these requirements is ascertained within a certified Quality Management System (QMS) pursuant to
ISO 13485. In order to obtain and to maintain a CE Mark, a product must be in compliance with the applicable quality
assurance provisions of the aforementioned ISO and obtain certification of its quality assurance systems by a
recognized European Union notified body. We have contracted with TÜV SÜD, a European Union notified body, to
handle the CE Marking process for Neutrolin. In October 2012, TÜV SÜD awarded ISO 13485:2003 certification for
Neutrolin, an important step in the CE Marking process. However, certain individual countries within the European
Union require further approval by their national regulatory agencies. Failure to receive or maintain the right to affix
the CE Mark or other requisite approvals could prohibit us from marketing and selling Neutrolin in the European
Economic Area or elsewhere.

9
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We do not have, and may never obtain, the regulatory approvals we need to market our product candidates.

We have filed a design dossier submission with TÜV SÜD, the European Union notified body, as part of the
regulatory CE Marking approval process in Europe for Neutrolin and have received ISO 13485:2003 certification.
However, there cannot be any assurance that Neutrolin will receive a CE Mark that would allow it to be sold in
Europe.

In the United States, we have no current application for, and have not received the regulatory approvals required for,
the commercial sale of any of our products. None of our product candidates has been determined to be safe and
effective in the United States, and we have not submitted a NDA or PMA to the FDA for any product.

It is possible that none of our product candidates will be approved for marketing. Failure to obtain regulatory
approvals, or delays in obtaining regulatory approvals, especially for Neutrolin in Europe, would adversely affect the
successful commercialization of it or any other drugs or biologics that we or our partners develop, impose additional
costs on us or our collaborators, diminish any competitive advantages that we or our partners may attain, and/or
adversely affect our cash flow.

Even if approved, our products will be subject to extensive post-approval regulation. 

Once a product is approved, numerous post-approval requirements apply in the United States and abroad. Depending
on the circumstances, failure to meet these post-approval requirements can result in criminal prosecution, fines,
injunctions, recall or seizure of products, total or partial suspension of production, denial or withdrawal of
pre-marketing product approvals, or refusal to allow us to enter into supply contracts, including government contracts.
In addition, even if we comply with FDA, foreign and other requirements, new information regarding the safety or
effectiveness of a product could lead the FDA or a foreign regulatory body to modify or withdraw product approval. 

The successful commercialization of our products will depend on obtaining coverage and reimbursement for use of
these products from third-party payors.

Sales of pharmaceutical products largely depend on the reimbursement of patients’ medical expenses by government
health care programs and/or private health insurers, both in the U.S. and abroad. Without the financial support of these
government or private third-party payors, the market for our products will be limited. These third-party payors are
increasingly challenging the price and examining the cost effectiveness of medical products and services. Recent
proposals to change the health care system in the United States have included measures that would limit or eliminate
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payments for medical products and services or subject the pricing of medical treatment products to government
control. Significant uncertainty exists as to the reimbursement status of newly approved health care products.
Third-party payors may not reimburse sales of our products or enable our collaborators to sell them at profitable
prices.

Physicians and patients may not accept and use our products.

Even if we receive FDA or foreign regulatory approval for one or more of our product candidates, physicians and
patients may not accept and use it. Acceptance and use of our products will depend upon a number of factors
including the following:

·perceptions by members of the health care community, including physicians, about the safety and effectiveness of our
drug or device product;

· cost-effectiveness of our product relative to competing products;

· availability of reimbursement for our product from government or other healthcare payors; and

· effectiveness of marketing and distribution efforts by us and our licensees and distributors, if any.

10

Edgar Filing: CorMedix Inc. - Form S-3/A

28



Because we expect sales of our current product candidates, if approved, to generate substantially all of our product
revenues for the foreseeable future, the failure of these products to find market acceptance would harm our business
and would require us to seek additional financing. 

Risks Related to Our Business and Industry

Competition and technological change may make our product candidates and technologies less attractive or
obsolete. 

We compete with established pharmaceutical and medical device companies that are pursuing other forms of
treatment for the same indications we are pursuing and that have greater financial and other resources. Other
companies may succeed in developing products earlier than we do, obtaining FDA or any other regulatory agency
approval for products more rapidly, or developing products that are more effective than our product candidates.
Research and development by others may render our technology or product candidates obsolete or noncompetitive, or
result in processes, treatments or cures superior to any therapy we develop. We face competition from companies that
internally develop competing technology or acquire competing technology from universities and other research
institutions. As these companies develop their technologies, they may develop competitive positions that may prevent,
make futile, or limit our product commercialization efforts, which would result in a decrease in the revenue we would
be able to derive from the sale of any products. 

There can be no assurance that any of our product candidates will be accepted by the marketplace as readily as these
or other competing treatments. Furthermore, if our competitors’ products are approved before ours, it could be more
difficult for us to obtain approval from the FDA or any other regulatory agency. Even if our products are successfully
developed and approved for use by all governing regulatory bodies, there can be no assurance that physicians and
patients will accept any of our products as a treatment of choice. 

Furthermore, the pharmaceutical and medical device industry is diverse, complex, and rapidly changing. By its nature,
the business risks associated therewith are numerous and significant. The effects of competition, intellectual property
disputes, market acceptance, and FDA or other regulatory agency regulations preclude us from forecasting revenues or
income with certainty or even confidence.

We face the risk of product liability claims and the amount of insurance coverage we hold now or in the future may
not be adequate to cover all liabilities we might incur.
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Our business exposes us to the risk of product liability claims that are inherent in the development of drugs. If the use
of one or more of our or our collaborators’ drugs or devices harms people, we may be subject to costly and damaging
product liability claims brought against us by clinical trial participants, consumers, health care providers,
pharmaceutical companies or others selling our products. 

We currently carry product liability insurance that covers our clinical trials. We cannot predict all of the possible
harms or side effects that may result and, therefore, the amount of insurance coverage we hold may not be adequate to
cover all liabilities we might incur. Our insurance covers bodily injury and property damage arising from our clinical
trials, subject to industry-standard terms, conditions and exclusions. This coverage does not include the sale of
commercial products. We intend to expand our insurance coverage to include the sale of commercial products if we
obtain marketing approval for our product candidates in development, but we may be unable to obtain commercially
reasonable product liability insurance for any products approved for marketing.

If we are unable to obtain insurance at an acceptable cost or otherwise protect against potential product liability
claims, we may be exposed to significant liabilities, which may materially and adversely affect our business and
financial position. If we are sued for any injury allegedly caused by our or our collaborators’ products and do not have
sufficient insurance coverage, our liability could exceed our total assets and our ability to pay the liability. A
successful product liability claim or series of claims brought against us would decrease our cash and could cause the
value of our capital stock to decrease.
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We may be exposed to liability claims associated with the use of hazardous materials and chemicals.

Our research, development and manufacturing activities and/or those of our third-party contractors may involve the
controlled use of hazardous materials and chemicals. Although we believe that our safety procedures for using,
storing, handling and disposing of these materials comply with federal, state and local laws and regulations, we cannot
completely eliminate the risk of accidental injury or contamination from these materials. In the event of such an
accident, we could be held liable for any resulting damages and any liability could materially adversely affect our
business, financial condition and results of operations. In addition, the federal, state and local laws and regulations
governing the use, manufacture, storage, handling and disposal of hazardous or radioactive materials and waste
products may require us to incur substantial compliance costs that could materially adversely affect our business,
financial condition and results of operations.

Healthcare policy changes, including reimbursement policies for drugs and medical devices, may have an adverse
effect on our business, financial condition and results of operations.

Market acceptance and sales of Neutrolin or any other product candidates that we develop will depend on
reimbursement policies and may be affected by health care reform measures in the United States and abroad.
Government authorities and other third-party payors, such as private health insurers and health maintenance
organizations, decide which drugs they will pay for and establish reimbursement levels. We cannot be sure that
reimbursement will be available for Neutrolin or any other product candidates that we develop. Also, we cannot be
sure that the amount of reimbursement available, if any, will not reduce the demand for, or the price of, our products.
If reimbursement is not available or is available only at limited levels, we may not be able to successfully
commercialize Neutrolin or any other product candidates that we develop.

In the United States, there have been a number of legislative and regulatory proposals to change the health care system
in ways that could affect our ability to sell our products profitably. The Patient Protection and Affordable Care Act, as
amended by the Health Care and Education Reconciliation Act of 2010, or collectively, the Healthcare Reform Act,
substantially changes the way healthcare is financed by both governmental and private insurers, and significantly
impacts the pharmaceutical industry. The Healthcare Reform Act contains a number of provisions, including those
governing enrollment in federal healthcare programs, reimbursement changes and fraud and abuse, which will impact
existing government healthcare programs and will result in the development of new programs, including Medicare
payment for performance initiatives and improvements to the physician quality reporting system and feedback
program. We anticipate that if we obtain approval for our products, some of our revenue may be derived from U.S.
government healthcare programs, including Medicare. Furthermore, beginning in 2011, the Healthcare Reform Act
imposed a non-deductible excise tax on pharmaceutical manufacturers or importers who sell “branded prescription
drugs,” which includes innovator drugs and biologics (excluding orphan drugs or generics) to U.S. government
programs. We expect that the Healthcare Reform Act and other healthcare reform measures that may be adopted in the
future could have an adverse effect on our industry generally and our products specifically.
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In addition to the Healthcare Reform Act, we expect that there will continue to be proposals by legislators at both the
federal and state levels, regulators and third-party payors to keep healthcare costs down while expanding individual
healthcare benefits. Certain of these changes could impose limitations on the prices we will be able to charge for any
products that are approved or the amounts of reimbursement available for these products from governmental agencies
or other third-party payors or may increase the tax requirements for life sciences companies such as ours. While it is
too early to predict what effect the Healthcare Reform Act or any future legislation or regulation will have on us, such
laws could have an adverse effect on our business, financial condition and results of operations.

Health administration authorities in countries other than the United States may not provide reimbursement for
Neutrolin or any of our other product candidates at rates sufficient for us to achieve profitability, or at all. Like the
United States, these countries could adopt health care reform proposals and could materially alter their
government-sponsored health care programs by reducing reimbursement rates.

Any reduction in reimbursement rates under Medicare or private insurers or foreign health care programs could
negatively affect the pricing of our products. If we are not able to charge a sufficient amount for our products, then our
margins and our profitability will be adversely affected.
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If we lose key management or scientific personnel, cannot recruit qualified employees, directors, officers, or other
personnel or experience increases in compensation costs, our business may materially suffer.

We are highly dependent on the principal members of our management and scientific staff, specifically, Richard
Cohen (our former Interim Chief Executive Officer, former Interim Chief Financial Officer and, effective January 1,
2013, our Chief Financial Officer), Randy Milby (our former Chief Operating Officer and, effective January 1, 2013,
our Chief Executive Officer) and Dr. Antony Pfaffle, our director and, effective January 1, 2013, our Acting Chief
Scientific Officer. While we have a consulting agreement, as amended, with MW Bridges LLC, of which Randy Mi
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