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Approximate date of commencement of proposed sale to the public: From time to time, at the discretion of the
selling stockholder, after the effective date of this registration statement.

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to
Rule 415 under the Securities Act, check the following box. [X]
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If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act,
check the following box and list the Securities Act registration statement number of the earlier effective registration
statement for the same offering. ~

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

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

CALCULATION OF REGISTRATION FEE

Title of Each Class | Amount to be Proposed Proposed Amount of
of Securities to be registered maximum maximum registration
Registered offering price aggregate fee(1)
per unit (1) |offering price (1)
Common Stock, 9,962,500 $0.27 $2,689,875 $287.82
$.001 par value per
share(2)(3)

(1) Estimated solely for purposes of calculating the registration fee according to Rule 457(c) under the Securities Act
of 1933, as amended, on the basis of the average of the high and low prices of the Registrant’s common stock reported
on the American Stock Exchange on January 12, 2006.

(2) In the event that the shares registered in this prospectus are insufficient to meet the delivery requirements at the
actual time of the put date settlement, the Registrant will file a new registration statement to register the additional
shares.

(3) All of the shares of common stock registered in this registration statement will be sold by the selling security
holder.

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 or
until the Registration Statement shall become effective on such date as the Commission, acting pursuant to
Section 8(a), may determine.
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The information in this prospectus is not complete and may be changed. The selling stockholder may not sell 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 it is not soliciting an offer to buy these securities in any state
where the offer or sale is not permitted.

SUBJECT TO COMPLETION, DATED JANUARY 20, 2006

PROSPECTUS
DOR BioPharma, Inc.

9,962,500 Shares of Common Stock

This prospectus relates to the sale of up to 9,962,500 shares of our common stock by Fusion Capital Fund II, LLC.
Fusion Capital is sometimes referred to in this prospectus as the selling stockholder. The prices at which Fusion
Capital may sell the shares will be determined by the prevailing market price for the shares or in negotiated
transactions. We will not receive proceeds from the sale of our shares by Fusion Capital.

Our common stock is quoted on the American Stock Exchange under the symbol "DOR." On January 13, 2006, the
last reported sale price for our common stock as reported on the American Stock Exchange was $0.29 per share. We
have applied to have the shares of common stock offered pursuant to this prospectus approved for trading on the
American Stock Exchange.

Investing in the common stock involves certain risks. See ''Risk Factors'' beginning on page 5 for a discussion
of these risks.

The selling stockholder is an "underwriter" within the meaning of the Securities Act of 1933, as amended.

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 January 20, 2006
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You should rely only on the information contained or incorporated by reference in this prospectus and in any
accompanying prospectus supplement. We have not authorized anyone to provide you with different
information.

We have not authorized the selling stockholder to make an offer of these shares of common stock in any
jurisdiction where the offer is not permitted.

You should not assume that the information in this prospectus or prospectus supplement is accurate as of any
date other than the date on the front of this prospectus.
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FORWARD-LOOKING STATEMENTS

The information contained in this prospectus, including the information incorporated by reference into this prospectus,
includes forward-looking statements as defined in the Private Securities Reform Act of 1995. These forward-looking
statements are often identified by words such as “may,” “will,” “expect,” “intend,” “anticipate,” “believe,” “estimate,
and similar expressions. These statements involve estimates, assumptions and uncertainties that could cause actual
results to differ materially from those expressed for the reasons described in this prospectus. You should not place

undue reliance on these forward-looking statements.

29 ¢ EEINT3

contir

You should be aware that our actual results could differ materially from those contained in the forward-looking
statements due to a number of factors, including:

- significant uncertainty inherent in developing vaccines against bioterror threats, and manufacturing and conducting
preclinical and clinical trials of vaccines;
- our ability to obtain regulatory approvals;
- uncertainty as to whether our technologies will be safe and effective;
- our ability to make certain that our cash expenditures do not exceed projected levels;
- our ability to obtain future financing or funds when needed;

- that product development and commercialization efforts will be reduced or discontinued due to difficulties or delays
in clinical trials or a lack of progress or positive results from research and development efforts;

- our ability to successfully obtain further grants and awards from the U.S. Government and other countries, and
maintenance of our existing grants;

- our ability to enter into any biodefense procurement contracts with the U.S. Government or other countries;
- our ability to patent, register and protect our technology from challenge and our products from competition;
- maintenance or expansion of our license agreements with our current licensors;
- our ability to maintain our listing on the American Stock Exchange;
- maintenance of a successful business strategy;

- the FDA not considering orBec® approvable based upon existing studies because orBec® did not achieve statistical
significance in its primary endpoint in the pivotal Phase III clinical study (i.e. a p-value of less than or equal to
0.05);

- orBec® may not show therapeutic effect or an acceptable safety profile in future clinical trials, if required, or could
take a significantly longer time to gain regulatory approval than we expect or may never gain approval;

- we are dependent on the expertise, effort, priorities and contractual obligations of third parties in the clinical trials,
manufacturing, marketing, sales and distribution of our products;

- orBec® may not gain market acceptance;
- others may develop technologies or products superior to our products;

- if our present negotiations with potential investors are successful or the pending acquisition of the closely-held,
private company, Gastrotech Pharma A/S is consummated, either or both of these transactions could result in the
issuance of a significant number of shares of our equity securities which would dilute the equity interests of existing
stockholders and cause a concentration of ownership and may result in a change in control of the company.

You should also consider carefully the statements under "Risk Factors" and other sections of this prospectus, which
address additional factors that could cause our actual results to differ from those set forth in the forward-looking
statements and could materially and adversely affect our business, operating results and financial condition. All
subsequent written and oral forward-looking statements attributable to us or persons acting on our behalf are expressly
qualified in their entirety by the applicable cautionary statements.

The forward-looking statements speak only as of the date on which they are made, and, except to the extent required
by federal securities laws, we undertake no obligation to update any forward-looking statement to reflect events or
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circumstances after the date on which the statement is made or to reflect the occurrence of unanticipated events. In
addition, we cannot assess the impact of each factor on our business or the extent to which any factor, or combination
of factors, may cause actual results to differ materially from those contained in any forward-looking statements.
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PROSPECTUS SUMMARY

The Company

We are a biopharmaceutical company focused on the development of biodefense vaccines and oral therapeutic
products intended for areas of unmet medical need. Our business strategy is to (a) prepare the submission of a New
Drug Application, (“NDA”) for orB&with the U.S. Food and Drug Administration, (“FDA”) for the treatment of
intestinal Graft-versus-Host Disease, “iGVHD”; (b) consider prophylactic use studies of orB&for the prevention of
iGVHD; (c¢) evaluate and possibly initiate additional clinical trials to explore the effectiveness of oral BDP (orBec®)
in other therapeutic indications involving inflammatory conditions of the gastrointestinal tract; (d) identify a
marketing and sales partner for orBec® for territories outside of the U.S., and potentially inside the U.S.; (e) secure
government funding for each of our biodefense programs through grants, contracts, and procurements; (f) convert the
biodefense vaccine programs from early stage development to advanced development and manufacturing; (g)
transition the biodefense vaccine development programs from academic institutions into commercial manufacturing
facilities with the goal of soliciting government contracts; (h) identify the development candidates for botulinum
therapeutic screening program; and (i) acquire or in-license new clinical-stage compounds for development.

orBec®

We intend to file an NDA with the FDA for orBec® for the treatment of iGVHD in the first quarter of 2006. We have
assembled an experienced team of employees and contractors who are currently working on all aspects of the NDA
preparation, including data management, data analysis, and biostatistics medical writing. Manufacturing of the
requisite batches of drug product (registration batches) is completed and these batches are currently undergoing
stability testing.

We anticipate the market potential for orBec® for the treatment of iGVHD to be at least 50 percent of the
approximately 10,000 bone marrow and stem cell transplants that occur each year in the U.S.

We have had strategic discussions with a number of pharmaceutical companies regarding the partnering or sale of
orBec®. We may seek a marketing partner in the U.S. and abroad in anticipation of commercialization of orBec®. We
also intend to seek a partner for the other potential indications of orBec®. We are also evaluating an alternative
strategy of a commercial launch of orBec® by ourselves in the U.S.

RiVax™

The scientific development of RiVax™, our ricin toxin vaccine, has progressed significantly this year. We initiated a
Phase I safety and immunogenicity trial in February of this year and in June we announced positive interim safety and
immunogenicity data. In January of this year we entered into a manufacturing and supply agreement for RiVax™ with
Cambrex Corporation. We recently announced that Cambrex has successfully achieved the first milestone of
fermentation and downstream process development under their development and manufacturing agreement. RiVax™

is being developed for intramuscular delivery. We are also working on a formulation technology that could permit the
vaccine to be delivered nasally, with the objective of providing immunity in the respiratory tract.

Botulinum Programs

BT-VACC™
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Our mucosal botulinum toxin vaccine program has made important strides this year. We are developing a mucosal
vaccine against botulinum neurotoxins serotypes A, B and E, which account for almost all human cases of disease. We
have identified lead antigens against Serotypes A and B consisting of the Hc50 fragment of the botulinum toxin. Our
preclinical data to date, demonstrates that Hc50, A and B are completely effective at low, mid and high doses as an
intranasal vaccine and completely effective at the higher dose level orally in mice and rats. Ongoing studies are
focused on serotype E; multivalent immunization experiments using serotype A, B and E antigens given
simultaneously to animals and formulation work to create a microencapsulated, enterically formulated oral dosage
form, which we anticipate will be a more active and stable oral formulation improving immunogenicity and potency.
To date much of the preclinical work is being conducted at Thomas Jefferson University under a sponsored research
agreement funded by us. We have applied for and intend to continue to apply for research grants and contracts from
the U.S. government to continue development of this vaccine. We have also recently entered into a joint development
agreement with Dowpharma, a business unit of the Dow Chemical Company. Dowpharma is providing process
development leading to current Good Manufacturing Practices (¢cGMP) production services for BT-VACC™ using its
Pfénex Expression TechnologyM, a Pseudomonas-based technology that accelerates speed to market for vaccines and
biotherapeutics by surpassing the quality and yield capabilities of existing microbial systems. In a very short duration,
we have demonstrated successful high expression of soluble material from all three Hc50 fragments.

Botulinum Therapeutics

Early this year, we entered into an agreement with Blue Dolphin, LLC, a firm specializing in rational drug
development, to apply computer-aided design to the discovery of small molecule drugs to counter the deadly effects of
Botulinum toxin exposure. Under the agreement, Blue Dolphin is exploring novel drug-like inhibitors of Botulinum
toxin by targeting a new site on the toxin's structure. Candidate molecules will be modeled for structural and chemical
fit to the target site on the toxin using computer aided discovery techniques. The best fitting molecules will be
experimentally tested for their effectiveness in treating Botulinum toxin exposure. By focusing on the structure of the
Botulinum toxin, as opposed to derivatives of previously known inhibitors, this "virtual screening" will allow DOR to
target new parts of the toxin with new candidate inhibitors. To date, we have identified several lead inhibitors.
Planned studies will focus on initial profiling of hits and validation testing for activity against botulinum toxin
exposure, in addition to investigating the mechanism of action of confirmed quality hits.

We will apply for research grants and contracts from the U.S. government to continue development of these programs.
The goal of our biodefense programs is to supply the United States government with qualified countermeasures that
can protect citizens against ricin toxin and botulinum toxin exposure.

Material Letter of Intent - Acquisition of Gastrotech Pharma

On October 28, 2005, we entered into a binding letter of intent to acquire Gastrotech Pharma A/S (“Gastrotech”), a
private Danish biotechnology company developing therapeutics based on gastrointestinal peptide hormones to treat
gastrointestinal and cancer diseases and conditions. Gastrotech develops therapeutics based on peptide hormones to
treat cancer and gastrointestinal (GI) diseases and conditions. Gastrotech was founded on technology developed at the
Sahlgrenska University Hospital in Sweden.

Following the closing of this acquisition, our pipeline will be bolstered by the addition of two Phase 2 programs:
GTP-010, an analogue of glucagon-like peptide-1 (“GLP-1"), and GTP-200, Gastrotech’s wild type ghrelin compound, a
naturally occurring peptide hormone produced in the stomach to stimulate appetite. GTP-010 is being studied in
collaboration with Eli Lilly in a Phase 2, double-blinded, placebo-controlled trial for the treatment of pain associated
with irritable bowel syndrome (“IBS”). The product also has application in the treatment of functional dyspepsia. GLP-1
has been shown to reduce the gastrointestinal contractions associated with IBS and other GI disorders.

Preclinical and clinical studies have demonstrated GTP-200’s positive effect on regulation of appetite, food intake, and
metabolism. Cancer cachexia is estimated to be a $4 billion market and an unmet medical need affecting 50% of all
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cancer patients and fatal in 40% of patients. GTP-200 completed patient treatment in a Phase 1/2 clinical trial for the
treatment of cancer cachexia in September 2005. Results from this study will be available in early 2006. GTP-200 is
also being evaluated for the treatment of gastrectomized patients as well as for several other indications.

In connection with the closing of the acquisition, we will issue the stockholders of Gastrotech $9 million in our
common stock priced at the 10-day volume weighted average price immediately prior to the closing. In no event will
we issue less than 20 million or more than 30 million shares of our common stock to Gastrotech’s shareholders. This
corresponds to a price collar on the transaction of between $0.30 and $0.45 per share of our common stock. We will
also issue to the new December 2005 investors in Gastrotech $1.9 million in our common stock priced at the 10-day
volume weighted average price immediately prior to the closing. The shares issued to the Gastrotech shareholders at
closing would represent up to 41.9% of our outstanding shares following such transaction, assuming we issue the
maximum of 30 million shares for the $9 million of our common stock and 6,551,724 shares of our common stock for
the additional $1.9 million (assuming for purposes of this calculation a stock price of $0.29, the closing sale price of
our common stock on January 13, 2006). In addition, we will pay Gastrotech shareholders another $30 million upon
the occurrence of the following milestones: $4 million in stock priced at the time of initiation of a pivotal Phase 3
study of any of Gastrotech’s compounds, $6 million in stock priced at the time of filing of an NDA for any of
Gastrotech’s compounds, $10 million payable in cash or stock when either of Gastrotech’s compounds achieves $50
million in sales in any calendar year, and $10 million payable in cash or stock when either of Gastrotech’s compounds
achieves $200 million in sales in any calendar year. The parties intend that the acquisition would include the transfer
of Gastrotech’s ongoing clinical programs to us as well as all intellectual property and facilities.

The closing of the acquisition is subject to the negotiation of definitive agreements between the parties containing
representations, warranties, covenants, and conditions which are typically included in transactions of this nature and to
completion of due diligence on Gastrotech's intellectual property by our outside patent counsel. We have agreed to
register the shares issued to the Gastrotech stockholders for resale under the Securities Act of 1933. The largest
Gastrotech stockholder has agreed to limit its sales of our common stock to 20% of its holdings per quarter. We have
agreed to expand our Board of Directors to nine members, with three positions being appointed by the Gastrotech
stockholders. There is a breakup fee of $1.0 million if either party breaches the terms of the binding letter of intent.

THE OFFERING

On January 17, 2006, we entered into a common stock purchase agreement with Fusion Capital Fund II, LLC,
pursuant to which Fusion Capital has agreed, under certain conditions, including that the registration statement of
which this prospectus is a part of is declared effective by the SEC, to purchase on each trading day $20,000 of our
common stock up to an aggregate of $6.0 million over approximately a 15 month period, subject to earlier termination
at our discretion. In our discretion, we may elect to sell less of our common stock to Fusion Capital than the daily
amount and we may increase the daily amount as the market price of our stock increases. The purchase price of the
shares of common stock will be equal to a price based upon the future market price of the common stock without any
fixed discount to the market price. Fusion Capital does not have the right or the obligation to purchase shares of our
common stock in the event that the price of our common stock is less than $0.12.

Fusion Capital is offering for sale up to 9,962,500 shares of our common stock. In the event we elect to issue more
than the 9,962,500 shares offered hereby, we will be required to file a new registration statement and have it declared
effective by the SEC. In the event that we decide to issue more than 10,117,439, i.e., greater than 19.99% of our
outstanding shares of common stock as of the date of the agreement, we would first seek stockholder approval in order
to be in compliance with American Stock Exchange rules. The number of shares ultimately offered for sale by Fusion
Capital is dependent upon the number of shares purchased by Fusion Capital under the common stock purchase
agreement.

As of January 13, 2006, there were 50,612,504 shares outstanding, excluding the 9,962,500 shares offered by Fusion
Capital pursuant to this prospectus which have not yet been issued by us. If all of the shares offered by this prospectus
were issued and outstanding as of the date hereof, the number of shares offered by this prospectus would represent
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approximately 16.4% of the total common stock outstanding as of January 13, 2006.

We are also registering for sale any additional shares of common stock which may become issuable by reason of any
stock dividend, stock split, recapitalization or other similar transaction effected without the receipt of consideration,
which results in an increase in the number of outstanding shares of our common stock.

RISK FACTORS

You should carefully consider the risks described below before making an investment decision. The risks described
below are not the only ones facing our company. Additional risks not presently known to us or that we currently
believe are immaterial may also impair our business operations. Our business could be harmed by any of these risks.
The trading price of our common stock could decline due to any of these risks and you may lose all or part of your
investment. In assessing these risks, you should also refer to the other information contained or incorporated by
reference in this prospectus, including our consolidated financial statements and related notes.

Risks Related To Our Industry

We have had significant losses and anticipate future losses; if additional funding cannot be obtained, we may
reduce or discontinue our product development and commercialization efforts and we may be unable to continue
our operations.

We are a company that has experienced significant losses since inception and have a significant accumulated deficit.
We expect to incur additional operating losses in the future and expect our cumulative losses to increase. As of
September 30, 2005, we had approximately $1.8 million in cash available. We expect that we will need additional
sources of funding to meet our cash requirements for the next twelve months. In addition, through a National Institute
of Health grant, a portion of our personnel and overhead expenditures will be supported. All of our products are
currently in development, preclinical studies or clinical trials, and we have not generated any revenues from sales or
licensing of these products. Through September 30, 2005, we had expended approximately $12.2 million developing
our current product candidates for preclinical research and development and clinical trials, and we currently expect to
spend at least $8.0 million over the next two years in connection with the development and commercialization of our
vaccines and therapeutic products, licenses, employee agreements, and consulting agreements. Unless and until we are
able to generate sales or licensing revenue from orBec®, our leading product candidate, or another one of our product
candidates, we will require additional funding to meet these commitments, sustain our research and development
efforts, provide for future clinical trials, and continue our operations. We may not be able to obtain additional required
funding on terms satisfactory to our requirements, if at all. If we are unable to raise additional funds when necessary,
we may have to reduce or discontinue development, commercialization or clinical testing of some or all of our product
candidates or take other cost-cutting steps that could adversely affect our ability to achieve our business objectives. If
additional funds are raised through the issuance of equity securities, stockholders may experience dilution of their
ownership interests, and the newly issued securities may have rights superior to those of the common stock. If
additional funds are raised by the issuance of debt, we may be subject to limitations on our operations.

We only have the right to receive $20,000 per trading day under the agreement with Fusion Capital unless our stock
price equals or exceeds $0.40, in which case the daily amount may be increased under certain conditions as the price
of our common stock increases. Fusion Capital shall not have the right nor the obligation to purchase any shares of our
common stock on any trading days that the market price of our common stock is less than $0.12. Since we initially
registered 9,000,000 shares for sale by Fusion Capital pursuant to this prospectus (excluding the 900,000 commitment
fee shares and 62,500 expense reimbursement shares that we have registered), the selling price of our common stock
to Fusion Capital will have to average at least $0.67 per share for us to receive the maximum proceeds of $6.0 million
without registering additional shares of common stock. Assuming a purchase price of $0.29 per share (the closing sale
price of the common stock on January 13, 2006), proceeds to us would only be $2,610,000 unless we choose to
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register more than 9,962,500 shares, which we have the right to do. Subject to approval by our board of directors, we
have the right under the common stock purchase agreement to issue more than 9,962,500 shares to Fusion Capital. In
the event we elect to issue more than 9,962,500 shares offered hereby, we will be required to file a new registration
statement and have it declared effective by the U.S. Securities & Exchange Commission.

In addition, in the event that we decide to issue more than 10,117,439 (19.99% of our outstanding shares of common
stock as of the date of our agreement), we would first be required to seek stockholder approval in order to be in
compliance with the American Stock Exchange rules. We currently do not intend to seek stockholder approval to
effect sales to Fusion Capital in excess of 10,117,439 shares.

If we are unsuccessful in developing our products, our ability to generate revenues will be significantly impaired.

To be profitable, our organization must, along with corporate partners and collaborators, successfully research,
develop and commercialize our technologies or product candidates. Our current product candidates are in various
stages of clinical and preclinical development and will require significant further funding, research, development,
preclinical and/or clinical testing, regulatory approval and commercialization, and are subject to the risks of failure
inherent in the development of products based on innovative or novel technologies. Specifically, each of the following
is possible with respect to any of our other product candidates:

-we will not be able to maintain our current research and development
schedules;

-we may be unsuccessful in our efforts to secure profitable procurement contracts

from the U.S.

government or others for our biodefense products;

-we will encounter problems in clinical trials; or

-the technology or product will be found to be ineffective or unsafe.
If any of the risks set forth above occurs, or if we are unable to obtain the necessary regulatory approvals as discussed
below, we may not be able to successfully develop our technologies and product candidates and our business will be
seriously harmed. Furthermore, for reasons including those set forth below, we may be unable to commercialize or
receive royalties from the sale of any other technology we develop, even if it is shown to be effective, if:

-it is uneconomical or the market for the product does not develop or diminishes;

-we are not able to enter into arrangements or collaborations to manufacture and/or

market the

product;

-the product is not eligible for third-party reimbursement from government or private
insurers;

-others hold proprietary rights that preclude us from commercializing the product;
-others have brought to market similar or superior products; or
-the product has undesirable or unintended side effects that prevent or limit its

commercial use.
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Our business is subject to extensive governmental regulation, which can be costly, time consuming and subjects us
to unanticipated delays.

Our business is subject to very stringent United States, federal, foreign, state and local government laws and
regulations, including the Federal Food, Drug and Cosmetic Act, the Environmental Protection Act, the Occupational
Safety and Health Act, and state and local counterparts to these acts. These laws and regulations may be amended,
additional laws and regulations may be enacted, and the policies of the FDA and other regulatory agencies may
change.

The regulatory process applicable to our products requires pre-clinical and clinical testing of any product to establish
its safety and efficacy. This testing can take many years and require the expenditure of substantial capital and other
resources. We may be unable to obtain, or we may experience difficulties and delays in obtaining, necessary domestic
and foreign governmental clearances and approvals to market a product. Also, even if regulatory approval of a product
is granted, that approval may entail limitations on the indicated uses for which the product may be marketed. The
pivotal clinical trial of our product candidate orBec® began in 2001. In December of 2004, we announced top line
results for our pivotal Phase III trial of orBec® in iGVHD, in which orBec® demonstrated a highly statistically
significant reduction in mortality during the prospectively defined Day 200 post-transplant period and positive trends
on its primary endpoint. While orBec® did not achieve statistical significance in its primary endpoint of time to
treatment failure at Day 50 (p-value 0.1177), orBec® did achieve a statistically significant reduction in mortality
compared to placebo. We plan to file a new drug application with the FDA. Additional clinical trials may be necessary
prior to either submission of a marketing application or approval by the FDA of a marketing application.

Following any regulatory approval, a marketed product and its manufacturer are subject to continual regulatory
review. Later discovery of problems with a product or manufacturer may result in restrictions on such product or
manufacturer. These restrictions may include withdrawal of the marketing approval for the product. Furthermore, the
advertising, promotion and export, among other things, of a product are subject to extensive regulation by
governmental authorities in the United States and other countries. If we fail to comply with applicable regulatory
requirements, we may be subject to fines, suspension or withdrawal of regulatory approvals, product recalls, seizure of
products, operating restrictions and/or criminal prosecution.

There may be unforeseen challenges in developing biodefense products.
For development of biodefense vaccines and therapeutics, the FDA has instituted policies that are expected to result in
accelerated approval. This includes approval for commercial use using the results of animal efficacy trials, rather than

efficacy trials in humans. However, we will still have to establish that the vaccine is safe in humans at doses that are
correlated with the beneficial effect in animals. Such clinical trials will also have to be completed in disti
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