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SAFE HARBOR STATEMENT UNDER THE PRIVATE SECURITIES LITIGATION REFORM ACT OF
1995

This current report on Form 8-K (this Report) contains “forward-looking statements” within the meaning of Section 27A
of the Securities Act of 1933 (the Securities Act) and Section 21E of the Securities Exchange Act of 1934 (Exchange
Act). The forward-looking statements are only predictions and provide our current expectations or forecasts of future
events and financial performance and may be identified by the use of forward-looking terminology, including the

terms “believes,” “estimates,” “anticipates,” “expects,” “plans,” “intends,” “may,” “will” or “should” or, in each case, their neg
other variations or comparable terminology, though the absence of these words does not necessarily mean that a
statement is not forward-looking. Forward-looking statements include all matters that are not historical facts and
include, without limitation, statements concerning our business strategy, outlook, objectives, future milestones, plans,
intentions, goals, future financial conditions, our research and development programs and planning for and timing of
any clinical trials, the possibility, timing and outcome of submitting regulatory filings for our products under
development, potential investigational new drug applications, or INDs, and new drug applications, or NDAs, research
and development of particular drug products, the development of financial, clinical, manufacturing and marketing

plans related to the potential approval and commercialization of our drug products, and the period of time for which

our existing resources will enable us to fund our operations.

99 ¢ 99 ¢ 99 ¢

We intend that all forward-looking statements be subject to the safe-harbor provisions of the Private Securities
Litigation Reform Act of 1995. Forward-looking statements are subject to many risks and uncertainties that could
cause our actual results to differ materially from any future results expressed or implied by the forward-looking
statements. Examples of the risks and uncertainties include, but are not limited to:

the risk that we may not successfully develop and market our products, and even if
we do, we may not become profitable;

risks relating to the progress of our research and development;

risks relating to significant, time-consuming and costly research and development
efforts, including pre-clinical studies, clinical trials and testing, and the risk that
clinical trials may be delayed, halted or fail;

risks relating to the rigorous regulatory approval process required for any products
that we may develop independently, with our development partners or in connection
with our collaboration arrangements;

the risk that changes in the national or international political and regulatory
environment may make it more difficult to gain U.S. Food and Drug
Administration,(FDA) or other regulatory approval of our drug product candidates;

risks that the FDA or other regulatory authorities may not accept any applications we
file;

risks that the FDA or other regulatory authorities may withhold or delay
consideration of any applications that we file or limit such applications to particular
indications or apply other label limitations;

risks that, after acceptance and review of applications that we file, the FDA or other
regulatory authorities will not approve the marketing and sale of our drug product
candidates;
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risks relating to our drug manufacturing operations, including those of our third-party
suppliers and contract manufacturers;
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risks relating to the ability of our development partners and third-party suppliers of
materials, drug substance and related components to provide us with adequate
supplies and expertise to support manufacture of drug product for initiation and
completion of our clinical studies;

risks relating to the transfer of our manufacturing technology to third-party contract
manufacturers;

the risk that recurring losses, negative cash flows and the inability to raise additional
capital could threaten our ability to continue as a going concern;

other risks and uncertainties detailed in “Risk Factors” and in the documents
incorporated by reference in this report.

Pharmaceutical and biotechnology companies have suffered significant setbacks in advanced clinical trials, even after
obtaining promising earlier trial results. Data obtained from such clinical trials are susceptible to varying
interpretations, which could delay, limit or prevent regulatory approval. Except to the extent required by applicable
laws or rules, we do not undertake to update any forward-looking statements or to publicly announce revisions to any
of our forward-looking statements, whether resulting from new information, future events or otherwise.

ITEM 2.01
1. CHANGES IN CONTROL OF REGISTRANT
The disclosures set forth under Item 2 are incorporated by reference into this Item 1.

2. COMPLETION OF ACQUISITION OR DISPOSITION OF ASSETS

Closing of Merger

Pursuant to the merger agreement dated August 15, 2007 (Merger Agreement), between SMI Products, Inc. (SMI),
Nile Merger Sub., Inc., a Delaware corporation and wholly-owned subsidiary of SMI (Nile Merger Sub), and Nile
Therapeutics, Inc., a Delaware corporation (Old Nile), on September 17, 2007, Nile Merger Sub merged with and into
Old Nile, with Old Nile remaining as the surviving entity and a wholly-owned operating subsidiary of SMI. SMI’s
entry into the Merger Agreement was disclosed on SMI’s Current Report on Form 8-K filed with the SEC on August
17,2007. On September 17, 2007, SMI filed a Certificate of Ownership with the Secretary of State of the State of
Delaware pursuant to which Old Nile, SMI’s wholly-owned subsidiary by virtue of the Merger, merged with and into
SMI with SMI remaining as the surviving corporation to that merger. In connection with that short-form merger, and
as set forth in the Certificate of Ownership, we changed our corporate name to ‘“Nile Therapeutics, Inc.” (referred to
throughout this Report as “Nile”). The Certificate of Ownership is filed with the Secretary of State of the State of
Delaware. These two transactions are referred to throughout this Report as the “Merger.” Unless the context otherwise
requires, hereafter in this report the terms the “Company,” “we,” “us,” or “our” refer to Nile, after giving effect to the Merger.

Each share of common stock, par value $0.001 per share of Old Nile (Old Nile Common Stock), that was outstanding
immediately prior to the Merger was cancelled or exchanged for 2.758838 shares of SMI’s common stock, par value
$0.001 per share (the SMI Common Stock), and one share of Old Nile Common Stock was issued to SMI.
Simultaneously, SMI issued to the former holders of Old Nile Common Stock in exchange for their shares of Old Nile
Common Stock, an aggregate of 22,849,716 shares of SMI Common Stock, making Old Nile a wholly-owned
subsidiary of SMI. In addition, all securities convertible into or exercisable for shares of Old Nile Common Stock
outstanding immediately prior to the Merger were cancelled, and the holders thereof received similar securities for the

5



Edgar Filing: Nile Therapeutics, Inc. - Form 8-K

purchase of an aggregate of 3,572,350 shares of SMI Common Stock. In addition to the 755,100 shares of SMI
Common Stock that were issued and outstanding prior to the effective time of the Merger, we also issued 494,900
shares of SMI Common Stock to Fountainhead Capital Partners Limited, or Fountainhead Capital, upon the
conversion of $168,573 of convertible promissory notes and accrued interest.

3
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At the effective time of the Merger, our board of directors was reconstituted by the resignation of Mr. Geoffrey Alison
from his role as our sole director and the appointment of Mr. Peter Strumph, Mr. Peter Kash, Mr. Joshua Kazam, Mr.
David Tanen, and Dr. Paul Mieyal as directors (all of whom were directors of Old Nile immediately prior to and after
the Merger). Our executive management team also was reconstituted following the resignation of Mr. Alison as SMI’s
president, and new officers were appointed in place of our former officers. See “Directors and Executive Officers,
Promoters and Control Persons.”

The former holders of Old Nile Common Stock now beneficially own approximately 95% of the outstanding shares of
our capital stock. Accordingly, the Merger represents a change in control. As of the date of this report, there are
24,099,716 shares of SMI Common Stock outstanding. For accounting purposes, the Merger has been accounted for
as an acquisition of SMI and a recapitalization of Old Nile, with Old Nile as the accounting acquirer (legal acquiree)
and SMI as the accounting acquiree (legal acquiror). Unless the context otherwise requires, we refer to the SMI
Common Stock following the Merger as Nile Common Stock.

Recent Financings

On March 28, 2006, Old Nile issued to certain qualified investors 6% Convertible Promissory Notes in the aggregate
principal amount of approximately $4,000,000 (the 6% Notes). The 6% Notes provided that upon the closing of any
equity financing in excess of $5,000,000 (a Qualified Financing), the 6% Notes would automatically convert into the
same securities issued by Old Nile in the Qualified Financing (Conversion Shares), in an amount determined by
dividing the principal amount of the 6% Notes, and all accrued interest thereon, by 90% of the price per share sold in
the Offering (as such term is defined below) (the Offering Price). In addition, upon conversion, Old Nile agreed to
issue to the holders of the 6% Notes five-year warrants (Conversion Warrants), to purchase a number of shares of Nile
Common Stock equal to 10% of the Conversion Shares at an exercise price equal to the Offering Price.

On July 24, 2007, Old Nile issued to Iota Investors, LLC an 8% Promissory Note (the 8% Promissory Note) in the
aggregate principal amount of $1,500,000, which has been repaid in full, together with a premium of $120,000. In
addition, Old Nile paid the investor $30,000 (2%) out of the proceeds of that financing.

As a condition to the closing of the Merger, on September 11, 2007, Old Nile completed a financing whereby it
received gross proceeds of $19,974,747 through the sale of 2,522,064 shares of Old Nile Common Stock in a private
placement to certain qualified investors (the Offering). Contemporaneously with the Offering, the 6% Notes converted
into 610,433 Conversion Shares and the 6% Noteholders received Conversion Warrants to purchase an aggregate of
61,028 shares of Old Nile Common Stock.

The issuance and sale of the promissory notes and other instruments described above were made pursuant to privately
negotiated transactions that did not involve a public offering of securities and, accordingly, we believe that these
transactions were exempt from the registration requirements of the Securities Act pursuant to Section 4(2) thereof and
the rules promulgated thereunder. In addition, we believe that the 8% Promissory Note is commercial paper and is
exempt from the registration requirements of the Securities Act under Section 3(a)3 thereof. Each of the
above-referenced investors represented to us that they were “accredited investors” (as defined by Rule 501 under the
Securities Act) and were acquiring the shares for investment and not distribution, that they could bear the risk of loss
of the investment and could hold the securities for an indefinite period of time. The investors received written
disclosures that the securities had not been registered under the Securities Act and that any resale must be made
pursuant to a registration or an available exemption from such registration. All of the foregoing securities are deemed
restricted securities for purposes of the Securities Act.

The issuance of the SMI Common Stock to the shareholders of Old Nile in the Merger was exempt from registration
under the Securities Act pursuant to Section 4(2) thereof. We have made this determination based on the

representations of the Old Nile shareholders and investors which included, in pertinent part, that such persons were

either “accredited investors” or were acting through a “purchaser representative,” each within the meaning of Rule 501 of

7
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Regulation D promulgated under the Securities Act, that such persons were acquiring the shares of SMI Common
Stock issued to them pursuant to the Merger, for investment purposes for their own respective accounts and not as
nominees or agents, and not with a view to the resale or distribution thereof in violation of the Securities Act, and that
each person understood that the shares of the SMI Common Stock issued in the Merger may not be sold or otherwise
disposed of without registration under the Securities Act or an applicable exemption therefrom.

4
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INFORMATION REQUIRED PURSUANT TO FORM 10-SB

See the “Glossary of Terms” included in this Report for definitions of certain technical terms used in this report that are
commonly used in the pharmaceutical and biotechnology industries.

PART 1
1. DESCRIPTION OF BUSINESS
Business of SMI

SMI was incorporated in the State of Nevada on June 17, 1996. On October 16, 2006, SMI changed its domicile to the
State of Delaware. From inception through August 11, 2006, SMI was a development stage company in the business
of internet real estate mortgage services. From and after August 11, 2006, SMI ceased its prior business. Upon
completion of the Merger, we adopted Nile’s business plan.

Employees

SMI had no employees at the time of the Merger.
Business of Nile

Organization and Corporate History

Old Nile was incorporated in the State of Delaware on August 1, 2005, under the name Nile Pharmaceuticals, Inc. Old
Nile changed its name to Nile Therapeutics, Inc. on January 18, 2007.

Business in General

Our company develops and commercializes innovative products for the treatment of cardiovascular and metabolic
disease. Our lead compound is CD-NP, a chimeric natriuretic peptide in Phase I clinical studies for the treatment of
heart failure. We are also developing 2NTX-99, a pre-clinical small molecule, anti-atherothrombotic agent with nitric
oxide-donating properties.

CD-NP

CD-NP is a rationally-designed synthetic peptide developed by researchers at The Mayo Foundation for Medical
Education and Research, or Mayo, to incorporate the optimal components of naturally occurring natriuretic peptides.
CD-NP is a selective NPRy agonist that has shown potent renal enhancement and cardiac unloading properties in vivo.
Importantly, however, CD-NP appears to do so with minimal hypotensive effects as compared with competitive
products. In multiple preclinical studies, including a large animal model of congestive heart failure, CD-NP
demonstrated potent therapeutic activity compared to Natrecor®, a natriuretic peptide currently marketed by Scios Inc.
(a Johnson & Johnson company) to treat acute heart failure, including producing less hypotension then Natrecor® and
improving fluid unloading at equimolar doses.

We recently completed a Phase Ia study in healthy volunteers to examine the safety and pharmacodynamic effects of
various doses of CD-NP. The study placed particular emphasis on the effects of CD-NP on blood pressure and renal
function, and identifying a dose for use in later stage studies. Data from this first in-human study confirmed several
preclinical findings, including that CD-NP potently activated its target receptor in humans, preserved renal function
and caused increases in natriuresis (sodium excretion) and diuresis (urine excretion) at doses associated with a
minimal effect on mean arterial pressure. Two additional comprehensive Phase Ib studies to assess the safety and
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pharmacodynamic profile of CD-NP in heart failure patients are planned for initiation in the fourth quarter of 2007.

5
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2NTX-99

The second molecule in our pipeline is 2NTX-99, a novel small molecule that has been shown in vivo and in vitro to
inhibit the synthesis and action of thromboxane (TXA,), enhance the production of prostacyclin (PGI,) and supply
pharmacological amounts of nitric oxide (NO) to the vasculature. TXA,, produced by activated platelets, is believed
to have prothrombotic properties, stimulating activation of new platelets as well as increasing platelet aggregation.
TXA, is implicated in a number of inflammatory and thrombotic conditions, particularly in diabetic populations. PGI,
reverses many of these inflammatory and thrombotic processes, and acts chiefly to prevent platelet formation and
clumping involved in blood clotting, and is also an effective vasodilator. NO-donation is hypothesized to act
synergistically with PGI, in vivo to relax the vasculature and protect against atherosclerotic conditions.

We believe that the unique activity profile of 2NTX-99 has potential utility in a range of atherosclerotic, thrombotic,
and microvascular diseases, including intermittent claudication and diabetic nephropathy. We intend to initiate
pre-clinical toxicology and manufacturing activities for 2NTX-99 in the third quarter of 2007, and we plan to file an
IND and enter human testing by the end of 2009.

Intellectual Property

Our goal is to obtain, maintain and enforce patent protection for our products, formulations, processes, methods and
other proprietary technologies, preserve our trade secrets, and operate without infringing on the proprietary rights of
other parties, both in the U.S. and abroad. Our policy is to actively seek to obtain, where appropriate, the broadest
intellectual property protection possible for our current product candidates and any future product candidates,
proprietary information and proprietary technology through a combination of contractual arrangements and patents,
both in the U.S. and abroad. However, even patent protection may not always afford us with complete protection
against competitors who seek to circumvent our patents. If we fail to adequately protect or enforce our intellectual
property rights or secure rights to patents of others, the value of our intellectual property rights would diminish. See
“Risk Factors If we fail to protect or enforce our intellectual property rights adequately or secure rights to patents of
others, the value of our intellectual property rights would diminish.”

We will continue to depend upon the skills, knowledge and experience of our scientific and technical personnel, as
well as that of our advisors, consultants and other contractors, none of which is patentable. To help protect our
proprietary know-how, which is not patentable, and for inventions for which patents may be difficult to enforce, we
currently rely and will in the future rely on trade secret protection and confidentiality agreements to protect our
interests. To this end, we require all of our employees, consultants, advisors and other contractors to enter into
confidentiality agreements that prohibit the disclosure of confidential information and, where applicable, require
disclosure and assignment to us of the ideas, developments, discoveries and inventions important to our business. See
“Risk Factors If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our
trade secrets, know-how and other proprietary rights would be significantly impaired and our business and
competitive position would suffer.”

License Agreements

On January 20, 2006, we entered into an exclusive, worldwide, royalty-bearing license agreement, or the Mayo
License Agreement, with Mayo for the rights to issued patents, patent applications and know-how relating to CD-NP
for all therapeutic uses. We also have the rights to improvements to CD-NP that arise out of the laboratory of Dr. John
Burnett, the inventor of CD-NP, until January 20, 2009. We intend to continue to expand our patent portfolio by filing
to protect any additional patents covering expanded uses for this technology.

Under the terms of the Mayo License Agreement, Old Nile made an up-front cash payment to Mayo and reimbursed it
for past patent expenses. Old Nile also issued 500,000 shares of Old Nile Common Stock to Mayo. On August 31,
2007, Mayo transferred 200,000 shares to Miami Research Heart Institute (Miami Heart). Mayo’s shares converted

11
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into 827,651 shares of Nile Common Stock and Miami Heart’s shares converted into 551,767 shares of Nile Common
Stock at the effective time of the Merger. Additionally, Mayo will receive performance-based cash payments upon
successful completion of clinical and regulatory milestones relating to CD-NP. We will make the first milestone
payment to Mayo when the first patient is dosed in the first Company-sponsored Phase II clinical trial of CD-NP. We
also have agreed to pay Mayo substantial milestone payments upon the receipt of regulatory approval for each
additional indication of CD-NP as well as for additional compounds or analogues contained in the intellectual
property. Pursuant to the Mayo License Agreement, we must also pay Mayo an annual maintenance fee and a
percentage of net sales of licensed products. To the extent we enter into a sublicensing agreement relating to CD-NP,
we will be responsible for each sub-licensee’s adherence to the terms of the Mayo License Agreement and a breach of
a sub-license agreement by a sub-licensee will constitute a breach of the Mayo License Agreement by us. Under the
terms of the Mayo License Agreement, Dr. Burnett has agreed to serve as chairman of our Scientific Advisory Board.
In addition, we will pay Mayo $50,000 per year for the consulting services of Dr. Burnett. The Mayo License
Agreement also contains other customary clauses and terms as are common in similar agreements in the industry.

6
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In addition to the potential milestone payments discussed above, the Mayo License Agreement requires us to issue
shares of Nile Common Stock to Mayo for an equivalent dollar amount of grant funding by Mayo of Dr. Burnett’s
CD-NP development program, above a threshold amount of grant funding not to exceed a specified amount of grant
dollars. As of the date hereof, Mayo has funded a substantial portion of this amount of grant funding for CD-NP.
Accordingly, following the closing of the Offering, Old Nile issued Mayo 23,009 shares of Old Nile Common Stock,
which converted into 63,478 shares at the Merger. In addition, to the extent that Mayo funds up to an additional
$92,765 in grant money, we are obligated to issue additional shares to Mayo contemporaneously with the closing of
the first equity financing thereafter. See “Risk Factors df requirements under our license agreements are not met, we
could suffer significant harm, including rights to our products.”

On August 6, 2007, Old Nile entered into an exclusive, worldwide, royalty-bearing license agreement, or the
2NTX-99 License Agreement, with Dr. Cesare Casagrande for the rights to the intellectual property and know-how
relating to 2NTX-99, and all of its human therapeutic or veterinary uses. The intellectual property portfolio for
2NTX-99 includes an issued U.S. patent and a pending European Patent Cooperative Treaty submission relating to its
composition of matter, multiple methods of manufacturing, and method of use in treating a variety of
atheroclerotic-thrombotic pathological conditions.

Under the 2NTX-99 License Agreement, Old Nile made an up-front cash payment to Dr. Casagrande and reimbursed
him for past patent expenses. Old Nile also issued to Dr. Casagrande 126,904 shares of Old Nile Common Stock,
which converted into 350,107 shares of Nile Common Stock at the effective time of the Merger. Additionally, the
agreement provides for cumulative performance-based milestone payments to Dr. Casagrande upon completion of
clinical and regulatory milestones relating to 2NTX-99 in the U.S., Europe and Japan. We will also be required to
make certain milestones payments to Dr. Casagrande upon regulatory approval for each additional indication of
2NTX-99 and upon achieving certain annual sales milestones. The first milestone payment will be due when the first
patient is dosed in the first Company sponsored Phase I clinical trial of 2NTX-99 in the U.S. or the European Union.
We also expect to be required to make quarterly royalty payments to Dr. Casagrande equal to a percentage of net sales
of licensed products by us and our sub-licensees. The 2NTX-99 License Agreement also contains other customary
clauses and terms as are common in similar agreements in the industry. See “Risk Factors f requirements under our
license agreements are not met, we could suffer significant harm, including rights to our products.”

Competition

We face significant competition from companies with substantial financial, technical and marketing resources, which
could limit our future revenues from sales of CD-NP and 2NTX-99. Our success will depend, in part, upon our ability
to achieve market share at the expense of existing established and future products in the relevant target markets.
Existing and future products, therapies, technologies, technological innovations, and delivery systems will likely
compete directly with our products.

The development and commercialization for new products to treat cardiovascular and metabolic diseases is highly
competitive, and there will be considerable competition from major pharmaceutical, biotechnology, and other
companies. With respect to CD-NP, many therapeutic options are available for patients with acute decompensated

heart failure including, without limitation, nitroglycerine, inotopes, diuretics, as well as Natrecor™. Some of our existing
competitors include, without limitation Scios Inc. (a Johnson & Johnson company), Astellas Pharma, PDL Biopharma,
Zealand Pharma, and NovaCardia.

With respect to 2NTX-99, many therapeutic options are available for patients with atherosclerotic, thrombotic, and
microvascular diseases including, without limitation, antiplatlet agents (aspirin and clopidogrel), angiotensin
converting enzyme (ACE) inhibitors, angiotensin receptor blockers (ARBs), beta-blockers, pentoxifylline and
cilostazol. Some of our existing competitors include, without limitation, Brystol Myers Squibb Inc., Eli Lilly and
Company, CardioVascular BioTherapeutics, Inc., and Keryx Biopharmaceuticals, Inc.

13
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Our competitors generally have substantially more resources than we do, including both financial and technical. In
addition, many of these companies have more experience than Nile in preclinical and clinical development,
manufacturing, regulatory, and global commercialization. We are also competing with academic institutions,
governmental agencies and private organizations that are conducting research in the field of cardiovascular disease.
Competition for highly qualified employees is intense. See “Risk Factors Developments by competitors may render
our products or technologies obsolete or non-competitive.”

Government Regulation

The research, development, testing, manufacture, labeling, promotion, advertising, distribution, and marketing, among
other things, of our products are extensively regulated by governmental authorities in the U.S. and other countries. In
the U.S., the FDA, regulates drugs under the Federal Food, Drug, and Cosmetic Act, or the FDCA, and its
implementing regulations. Failure to comply with the applicable U.S. requirements may subject us to administrative or
judicial sanctions, such as FDA refusal to approve a pending NDA, warning letters, product recalls, product seizures,
total or partial suspension of production or distribution, injunctions, and/or criminal prosecution.

Drug Approval Process

None of our drugs may be marketed in the U.S. until the drug has received FDA approval. The steps required before a
drug may be marketed in the U.S. include:

preclinical laboratory tests, animal studies, and formulation studies;

-submission to the FDA of an IND for human clinical testing, which must become effective before human clinical
trials may begin;

-adequate and well-controlled human clinical trials to establish the safety and efficacy of the drug for each indication;
submission to the FDA of an NDA;

-satisfactory completion of an FDA inspection of the manufacturing facility or facilities at which the drug is produced
to assess compliance with current good manufacturing practices, or cGMPs; and

FDA review and approval of the NDA.

Preclinical tests include laboratory evaluation of product chemistry, toxicity, and formulation, as well as animal
studies. The conduct of the preclinical tests and formulation of the compounds for testing must comply with federal
regulations and requirements. The results of the preclinical tests, together with manufacturing information and
analytical data, are submitted to the FDA as part of an IND, which must become effective before human clinical trials
may begin. An IND will automatically become effective 30 days after receipt by the FDA, unless before that time the
FDA raises concerns or questions about issues such as the conduct of the trials as outlined in the IND. In such a case,
the IND sponsor and the FDA must resolve any outstanding FDA concerns or questions before clinical trials can
proceed. The Company cannot be sure that submission of an IND will result in the FDA allowing clinical trials to
begin.

Clinical trials involve the administration of the investigational drug to human subjects under the supervision of
qualified investigators. Clinical trials are conducted under protocols detailing the objectives of the study, the
parameters to be used in monitoring safety, and the effectiveness criteria to be evaluated. Each protocol must be
submitted to the FDA as part of the IND.

15
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Clinical trials are typically conducted in three sequential “Phases”, although the Phases may overlap. The study protocol
and informed consent information for study subjects in clinical trials must also be approved by an Institutional Review
Board for each institution where the trials will be conducted. Study subjects must sign an informed consent form
before participating in a clinical trial. Phase I usually involves the initial introduction of the investigational drug into
people to evaluate its short-term safety, dosage tolerance, metabolism, pharmacokinetics and pharmacologic actions,
and, if possible, to gain an early indication of its effectiveness. Phase II usually involves trials in a limited patient
population to (i) evaluate dosage tolerance and appropriate dosage; (ii) identify possible adverse effects and safety
risks; and (iii) evaluate preliminarily the efficacy of the drug for specific indications. Phase III trials usually further
evaluate clinical efficacy and test further for safety by using the drug in its final form in an expanded patient
population. There can be no assurance that Phase I, Phase II, or Phase III testing will be completed successfully within
any specified period of time, if at all. Furthermore, the Company or the FDA may suspend clinical trials at any time
on various grounds, including a finding that the subjects or patients are being exposed to an unacceptable health risk.

The FDCA permits the FDA and the IND sponsor to agree in writing on the design and size of clinical studies
intended to form the primary basis of an effectiveness claim in an NDA application. This process is known as Special
Protocol Assessment. These agreements may not be changed after the clinical studies begin, except in limited
circumstances.

Assuming successful completion of the required clinical testing, the results of the preclinical studies and of the clinical
studies, together with other detailed information, including information on the manufacture and composition of the
drug, are submitted to the FDA in the form of an NDA requesting approval to market the product for one or more
indications. The testing and approval process requires substantial time, effort, and financial resources. The FDA
reviews the application and may deem it to be inadequate to support the registration, and companies cannot be sure
that any approval will be granted on a timely basis, if at all. The FDA may also refer the application to the appropriate
advisory committee, typically a panel of clinicians, for review, evaluation and a recommendation as to whether the
application should be approved. The FDA is not bound by the recommendations of the advisory committee.

The FDA has various programs, including fast track, priority review, and accelerated approval, that are intended to
expedite or simplify the process for reviewing drugs, and/or provide for approval on the basis of surrogate endpoints.
Generally, drugs that may be eligible for one or more of these programs are those for serious or life-threatening
conditions, those with the potential to address unmet medical needs, and those that provide meaningful benefit over
existing treatments. The Company cannot be sure that any of our drugs will qualify for any of these programs, or that,
if a drug does qualify, that the review time will be reduced.

Section 505(b)(2) of the FDCA allows the FDA to approve a follow-on drug on the basis of data in the scientific
literature or a prior FDA approval of an NDA for a related drug. This procedure potentially makes it easier for generic
drug manufacturers to obtain rapid approval of new forms of drugs based on proprietary data of the original drug
manufacturer.

Before approving an NDA, the FDA usually will inspect the facility or the facilities at which the drug is manufactured
and will not approve the product unless cGMP compliance is satisfactory. If the FDA evaluates the NDA and the
manufacturing facilities as acceptable, the FDA may issue an approval letter, or in some cases, an approvable letter
followed by an approval letter. Both letters usually contain a number of conditions that must be met in order to secure
final approval of the NDA. When and if those conditions have been met to the FDA’s satisfaction, the FDA will issue
an approval letter. The approval letter authorizes commercial marketing of the drug for specific indications. As a
condition of NDA approval, the FDA may require post-marketing testing and surveillance to monitor the drug’s safety
or efficacy, or impose other conditions.

After approval, certain changes to the approved product, such as adding new indications, making certain
manufacturing changes, or making certain additional labeling claims, are subject to further FDA review and approval.

Before a company can market products for additional indications, it must obtain additional approvals from the FDA.
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Obtaining approval for a new indication generally requires that additional clinical studies be conducted. The Company
cannot be sure that any additional approval for new indications for any product candidate will be approved on a timely

basis, or at all.
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Post-Approval Requirements

Often times, even after a drug has been approved by the FDA for sale, the FDA may require that certain post-approval
requirements be satisfied, including the conduct of additional clinical studies. If such post-approval conditions are not
satisfied, the FDA may withdraw its approval of the drug. In addition, holders of an approved NDA are required to (i)
report certain adverse reactions to the FDA; (ii) comply with certain requirements concerning advertising and
promotional labeling for their products; and (iii) continue to have quality control and manufacturing procedures
conform to cGMP after approval. The FDA periodically inspects the sponsor’s records related to safety reporting
and/or manufacturing facilities; this latter effort includes assessment of compliance with cGMP. Accordingly,
manufacturers must continue to expend time, money, and effort in the area of production and quality control to
maintain cGMP compliance. We intend to use third-party manufacturers to produce our products in clinical and
commercial quantities, and future FDA inspections may identify compliance issues at the facilities of our contract
manufacturers that may disrupt production or distribution, or require substantial resources to correct. In addition,
discovery of problems with a product after approval may result in restrictions on a product, manufacturer, or holder of
an approved NDA, including withdrawal of the product from the market.

Research and Development

Our research and development expenses consist primarily of salaries and related personnel costs, fees paid to
consultants and outside service providers for regulatory and quality assurance support, licensing of drug compounds,
and other expenses relating to the manufacture, development, testing and enhancement of our product candidates. We
expense our research and development costs as they are incurred.

Employees

As of the date of this Report, we have four employees, all of whom are full-time. We also retain several consultants
who serve in various operational capacities. We expect to hire a full-time controller, as well as additional research and
development and administrative staff in support of our existing product development.
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RISK FACTORS

You should carefully consider the following risk factors and all other information contained in this report before
purchasing shares of Nile Common Stock. Investing in Nile Common Stock involves a high degree of risk. If any of
the following events or outcomes actually occurs, our business, operating results and financial condition could be
materially and adversely affected. As a result, the trading price of Nile Common Stock could decline and you may
lose all or part of the money you paid to purchase Nile Common Stock.

On September 17, 2007, the Merger was completed, and the business of Old Nile was adopted as our business. As
such, the following Risk Factors are focused on the current and historical operations of Nile, and generally exclude the
risks associated with the prior operations of SMI.

We currently have no product revenues and will need to raise substantial additional capital to operate our business.

To date, we have generated no product revenues, and do not expect to generate any revenues until, and only if, we
receive approval to sell our drugs from the FDA and other regulatory authorities for our product candidates.
Therefore, for the foreseeable future, we will have to fund all of our operations and capital expenditures from the net
proceeds of the Offering, cash on hand, licensing fees and grants.

The use of the proceeds from the Offering will depend on many factors, including among other things the course of
the clinical and regulatory development of CD-NP and 2NTX-99 and the acquisition of new technologies and
personnel. Based on our current development plans, we expect that our current resources will be sufficient to fund our
operations until the first quarter of 2009. We will need to seek substantial additional financing in order to continue
developing our current and any future product candidates, which additional financing may not be available on
favorable terms, if at all.

If we do not succeed in raising additional funds on acceptable terms, we may be unable to complete planned
pre-clinical testing and human clinical trials or obtain approval of our product candidates from the FDA and other
regulatory authorities. In addition, we could be forced to discontinue product development, reduce or forego attractive
business opportunities. Any additional sources of financing will likely involve the issuance of our equity securities,
which will have a dilutive effect on our stockholders.
We are not currently profitable and may never become profitable.
We expect to incur substantial losses and negative operating cash flow for the foreseeable future, and we may never
achieve or maintain profitability. For the six months ended June 30, 2007, we had a net loss of $2,237,825 and for the
period from our inception on August 1, 2005, through the year ended December 31, 2006, we had a net loss of
$2,592,015. Since our inception through June 30, 2007, we have an accumulated deficit of $4,829,840 and
stockholders’ equity (deficit) of ($4,817,673). Even if we succeed in developing and commercializing one or more of
our product candidates, we expect to incur substantial losses for the foreseeable future, as we:

continue to undertake pre-clinical development and clinical trials for our product candidates;

seek regulatory approvals for our product candidates;
in-license or otherwise acquire additional products or product candidates;
implement additional internal systems and infrastructure; and

hire additional personnel.
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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 could negatively impact the value of Nile Common Stock.
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We have a limited operating history upon which to base an investment decision.

We are a development-stage company and have not demonstrated our ability to perform the functions necessary for
the successful commercialization of any of our product candidates. The successful commercialization of our product
candidates will require us to perform a variety of functions, including:

continuing to undertake pre-clinical development and clinical trials for our product candidates;
participating in regulatory approval processes;
formulating and manufacturing products; and
conducting sales and marketing activities.

Our operations have been limited to organizing our Company, acquiring, developing and securing our proprietary
technology and preparing for pre-clinical and clinical trials of our lead product candidate, CD-NP. These operations
provide a limited basis for you to assess our ability to commercialize our product candidates and the advisability of
investing in our securities.

We may not obtain the necessary U.S. or worldwide regulatory approvals to commercialize our product candidates.

We will need FDA approval to commercialize our product candidates in the U.S. and approvals from the FDA
equivalent regulatory authorities in foreign jurisdictions to commercialize our product candidates in those
jurisdictions. In order to obtain FDA approval of any of our product candidates, we must submit to the FDA a NDA
demonstrating that the product candidate is safe for humans and effective for its intended use. This demonstration
requires significant research and animal tests, which are referred to as pre-clinical studies, as well as human tests,
which are referred to as clinical trials. Satisfaction of the FDA’s regulatory requirements typically takes many years,
depends upon the type, complexity and novelty of the product candidate and requires substantial resources for
research, development and testing. We cannot predict whether our research and clinical approaches will result in drugs
that the FDA considers safe for humans and effective for indicated uses. The FDA has substantial discretion in the
drug approval process and may require us to conduct additional pre-clinical and clinical testing or to perform
post-marketing studies. The approval process may also be delayed by changes in government regulation, future
legislation or administrative action or changes in FDA policy that occur prior to or during our regulatory review.
Delays in obtaining regulatory approvals may:

delay commercialization of, and our ability to derive product revenues from, our product candidates;
impose costly procedures on us; or
diminish any competitive advantages that we may otherwise enjoy.
Even if we comply with all FDA requests, the FDA may ultimately reject one or more of our NDAs. We cannot be
sure that we will ever obtain regulatory clearance for our product candidates. Failure to obtain FDA approval of any of
our product candidates will severely undermine our business by reducing our number of salable products and,
therefore, corresponding product revenues.
In foreign jurisdictions, we must receive approval from the appropriate regulatory authorities before we can
commercialize our drugs. Foreign regulatory approval processes generally include all of the risks associated with the

FDA approval procedures described above. We cannot assure that we will receive the approvals necessary to
commercialize our product candidate for sale outside the U.S.
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Each of our product candidates is in early stages of development.

Each of our product candidates, CD-NP and 2NTX-99, is in an early stage of development and requires extensive
clinical testing before it will be approved by the FDA or another regulatory authority in a jurisdiction outside the U.S.
We cannot predict with any certainty the results of such clinical testing. We cannot predict with any certainty if, or
when, we might commence any such clinical trials or whether such trials will yield sufficient data to permit us to
proceed with additional clinical development and ultimately submit an application for regulatory approval of our
product candidates in the U.S. or abroad, or whether such applications will be accepted by the appropriate regulatory
agency.

Our products use novel alternative technologies and therapeutic approaches, which have not been widely studied.

Our product development efforts focus on novel therapeutic approaches and technologies that have not been widely
studied. These approaches and technologies may not be successful. We are applying these approaches and
technologies in our attempt to discover new treatments for conditions that are also the subject of research and
development efforts of many other companies.

The results of our clinical trials may not support our product candidate claims.

Even if our clinical trials are completed as planned, we cannot be certain that their results will support the claims of
our product candidates. Success in pre-clinical testing and early clinical trials does not ensure that later clinical trials
will be successful, and we cannot be sure that the results of later clinical trials will replicate the results of prior clinical
trials and pre-clinical testing. The clinical trial process may fail to demonstrate that our product candidates are safe for
humans and effective for indicated uses. This failure would cause us to abandon a product candidate and may delay
development of other product candidates. Any delay in, or termination of, our clinical trials will delay the filing of our
NDAs with the FDA and, ultimately, our ability to commercialize our product candidates and generate product
revenues. In addition, our clinical trials involve a small patient population. Because of the small sample size, the
results of these clinical trials may not be indicative of future results.

Physicians and patients may not accept and use our drugs.

Even if the FDA approves our product candidates, physicians and patients may not accept and use them. Acceptance
and use of our product will depend upon a number of factors including:

-perceptions by members of the health care community, including physicians, about the safety and effectiveness of
our drugs;

cost-effectiveness of our products relative to competing products;
availability of reimbursement for our products from government or other healthcare payers; and
effectiveness of marketing and distribution efforts by us and our licensees and distributors, if any.
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 any of these drugs to find market acceptance would harm our
business and could require us to seek additional financing.

Our drug-development program depends upon third-party researchers who are outside our control.

We will depend upon independent investigators and collaborators, such as universities and medical institutions, to
conduct our pre-clinical and clinical trials under agreements with us. These collaborators are not our employees and
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we cannot control the amount or timing of resources that they devote to our programs. These investigators may not
assign as great a priority to our programs or pursue them as diligently as we would if we were undertaking such
programs ourselves. If outside collaborators fail to devote sufficient time and resources to our drug-development
programs, or if their performance is substandard, the approval of our FDA applications, if any, and our introduction of
new drugs, if any, will be delayed. These collaborators may also have relationships with other commercial entities,
some of whom may compete with us. If our collaborators assist our competitors at our expense, our competitive
position would be harmed.
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We rely exclusively on third parties to formulate and manufacture our product candidates.

We have no experience in drug formulation or manufacturing and do not intend to establish our own manufacturing
facilities. We lack the resources and expertise to formulate or manufacture our own product candidates. We currently,
and intend in the future, to contract with one or more manufacturers to manufacture, supply, store and distribute drug
supplies for our clinical trials. If any of our product candidates receive FDA approval, we will rely on one or more
third-party contractors to manufacture our drugs. Our anticipated future reliance on a limited number of third-party
manufacturers exposes us to the following risks:

-We may be unable to identify manufacturers on acceptable terms or at all, because the number of potential
manufacturers is limited and subsequent to NDA approval, the FDA must approve any replacement contractor. This
approval would require new testing and compliance inspections. In addition, a new manufacturer may have to be
educated in, or develop substantially equivalent processes for, production of our products after receipt of FDA
approval, if any.

-Our third-party manufacturers might be unable to formulate and manufacture our drugs in the volume and of the
quality required to meet our clinical needs and commercial needs, if any.

-Our future contract manufacturers may not perform as agreed or may not remain in the contract manufacturing
business for the time required to supply our clinical trials or to successfully produce, store and distribute our
products.

-Drug manufacturers are subject to ongoing periodic unannounced inspection by the FDA, the Drug Enforcement
Agency, and corresponding state agencies to ensure strict compliance with good manufacturing practice and other
government regulations and corresponding foreign standards. We do not have control over third-party manufacturers’
compliance with these regulations and standards.

Each of these risks could delay our clinical trials, the approval, if any of our product candidates by the FDA or the
commercialization of our product candidates or result in higher costs or deprive us of potential product revenues.

We have no experience selling, marketing or distributing products and no internal capability to do so.

We currently have no sales, marketing or distribution capabilities. We do not anticipate having resources in the
foreseeable future to allocate to the sales and marketing of our proposed products. Our future success depends, in part,
on our ability to enter into and maintain sales and marketing collaborative relationships, the collaborator’s strategic
interest in the products under development and such collaborator’s ability to successfully market and sell any such
products. We intend to pursue collaborative arrangements regarding the sales and marketing of our products, however,
there can be no assurance that we will be able to establish or maintain such collaborative arrangements, or if able to do
so, that they will have effective sales forces. To the extent that we decide not to, or are unable to, enter into
collaborative arrangements with respect to the sales and marketing of our proposed products, significant capital
expenditures, management resources and time will be required to establish and develop an in-house marketing and
sales force with technical expertise. There can also be no assurance that we will be able to establish or maintain
relationships with third-party collaborators or develop in-house sales and distribution capabilities. To the extent that
we depend on third parties for marketing and distribution, any revenues we receive will depend upon the efforts of
such third parties, and there can be no assurance that such efforts will be successful. In addition, there can also be no
assurance that we will be able to market and sell our product in the U.S. or overseas.
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If we cannot compete successfully for market share against other drug companies, we may not achieve sufficient
product revenues and our business will suffer.

The market for our product candidates is characterized by intense competition and rapid technological advances. If our
product candidates receive FDA approval, they will compete with a number of existing and future drugs and therapies
developed, manufactured and marketed by others. Existing or future competing products may provide greater
therapeutic convenience or clinical or other benefits for a specific indication than our products, or may offer
comparable performance at a lower cost. If our products fail to capture and maintain market share, we may not
achieve sufficient product revenues and our business will suffer.

We will compete against fully integrated pharmaceutical companies and smaller companies that are collaborating with
larger pharmaceutical companies, academic institutions, government agencies and other public and private research
organizations. Many of these competitors have technologies already approved or in development. In addition, many of
these competitors, either alone or together with their collaborative partners, operate larger research and development
programs and have substantially greater financial resources than we do, as well as significantly greater experience in:

developing drugs;
undertaking pre-clinical testing and human clinical trials;
obtaining FDA and other regulatory approvals of drugs;
formulating and manufacturing drugs; and
launching, marketing and selling drugs.
Developments by competitors may render our products or technologies obsolete or non-competitive.

The biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and significant
technological change. The drugs that we are attempting to develop will have to compete with existing therapies. In
addition, a large number of companies are pursuing the development of pharmaceuticals that target the same diseases
and conditions that we are targeting. We face competition from pharmaceutical and biotechnology companies in the
U.S. and abroad. In addition, companies pursuing different but related fields represent substantial competition. Many
of these organizations competing with us have substantially greater capital resources, larger research and development
staffs and facilities, longer drug development history in obtaining regulatory approvals and greater manufacturing and
marketing capabilities than we do. These organizations also compete with us to attract qualified personnel and parties
for acquisitions, joint ventures or other collaborations.

If we fail to protect or enforce our intellectual property rights adequately or secure rights to patents of others, the
value of our intellectual property rights would diminish.

Our success, competitive position and future revenues will depend in part on our ability and the abilities of our
licensors to obtain and maintain patent protection for our products, methods, processes and other technologies, to
preserve our trade secrets, to prevent third parties from infringing on our proprietary rights and to operate without
infringing upon the proprietary rights of third parties. Additionally, if any third-party manufacturer makes
improvements in the manufacturing process for our products, we may not own, or may have to share, the intellectual
property rights to the innovation.

To date, we hold certain exclusive rights under U.S. patents and patent applications as well as rights under foreign

patent applications. We anticipate filing additional patent applications both in the U.S. and in other countries, as
appropriate. However, we cannot predict:
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-the degree and range of protection any patents will afford us against competitors including whether third parties will
find ways to invalidate or otherwise circumvent our patents;
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if and when patents will issue;

-whether or not others will obtain patents claiming aspects similar to those covered by our patents and patent
applications; or

-whether we will need to initiate litigation or administrative proceedings which may be costly whether we win or
lose.

If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our trade secrets,
know-how and other proprietary rights would be significantly impaired and our business and competitive position
would suffer.

Our success also depends upon the skills, knowledge and experience of our scientific and technical personnel, our
consultants and advisors as well as our licensors and contractors. To help protect our proprietary know-how and our
inventions for which patents may be unobtainable or difficult to obtain, we rely on trade secret protection and
confidentiality agreements. To this end, we require all of our employees, consultants, advisors and contractors to enter
into agreements which prohibit the disclosure of confidential information and, where applicable, require disclosure
and assignment to us of the ideas, developments, discoveries and inventions important to our business. These
agreements may not provide adequate protection for our trade secrets, know-how or other proprietary information in
the event of any unauthorized use or disclosure or the lawful development by others of such information. If any of our
trade secrets, know-how or other proprietary information is disclosed, the value of our trade