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# was a pivotal year in Biodels
| history. We faced major challenges
requiring us to implement and fund a turnaround
strategy to leverage the potential opportunities
of our product candidates for the benefit of our
stockholders and diabetes patients. We began our
2011 fiscal year determined to overcome the sethack
to our ultra-rapid-acting insulin program presented
by the FDA’s October 2010 complete response letter
to our new drug application for Linjeta™. This fed to
some difficult decisions and cost-cutting measures,
such as the 25% reduction in workforce that we
implemented in January 2011, But this also gave us
the opportunity to start a new round of innovation
in our ultra-rapid-acting insulin program. To do so,
we took a two-pronged approach. First, for our
ultra-rapid-acting formulations that use recombinant
human insulin, or RHI, as the active pharmaceutical
ingredient, we set out to reduce the injection site
tolerability issues that were present in our phase
3 clinical trials of Linjeta™. Second, for our ultra-
rapid-acting formulations that use an insulin analog
as the active pharmaceutical ingredient, we planned
the development of new product candidates to spur
interest among potential strategic partners.

In the first half of our 2011 fiscal year, we focused
on meeting milestones that we established for
our ultra-rapid-acting RHI-based formulations. A
primary objective was to test our hypothesis that
injection site tolerability couid be improved while
maintaining the ultra-rapid onset of action offered
by the Linjeta™ formulation. After screening many
potential formulations in the faboratory and in
diabetic swine, we selected two new RHI-based
product candidates — BIOD-105 and BIOD-107 — to
advance into phase 1 clinical trials. We also wanted
to redesign the clinical development program for
our ultra-rapid-acting formulations in a dialog
with the FDA that would offer the best chance of
bringing a highly competitive formulation to market,
and which would have the potential to allow us to
start a new phase 2 clinical trial by the end of the
2011 calendar year. In January 2011, we had a
productive end-of-review meeting with the FDA
for our Linjeta™ formulation, and we incorporated
the FDA’s feedback into our development program.
Importantly, we confirmed the clinical trial design
and the ability to use Humalog® as the comparator
drug product in our potential future phase 3 clinical
trials undger our preferred 505(b)(2) reguiatory
approval pathway,

In the second quarter of our 2011 fiscal year, we
initiated a phase 1 clinical trial of BIOD-105 and
BIOD-107 in a double-blind, three-period cross-over
study in patients with Type 1 diabetes, in which we
evaluated the pharmacokinetic, pharmacodynamic

and injection site tolerability profiles of these
new formulations relative to Humalog® when
administered by subcutaneous injection. In paraliel
with our phase 1 clinical trial, we supported
investigators at the Oregon Health and Sciences
University as they initiated a simifar comparative
study evaluating the use of BIOD-105, BIOD-107 and
Hurmalog® when delivered by insulin pumps.

With the phase 1 clinical trials of the RHI-based
insulin formulations underway, full implementation
of our turnaround strategy required additional
funding to allow us to execute our plan to reach
critical  value-building milestones such as the
initiation and completion of a phase 2 clinical trial
for one of our product candidates. We were pleased
with the response of investors to our new strategic
plan, which resufted in our $30 million financing in
May 2011.

In the fourth quarter of our 2011 fiscal vear,
we completed and analyzed the results of the
phase 1 climical trials of BIOD-105 and BIOD-
107, As predicted, both formulations were weli-
tolerated, with patients generally finding the
formulations to be comparable to the tolerahility
of Humalog®, However, the pharmacokinetic
and  pharmacodynamic  characteristics  of the
formulations were not as favorable as we had
anticipated. While the formulations were more
rapidly absorhed than Humalog®, we saw relative
serum tsulin peak levels and pharmacodynamic
responses that were lower than Humaleg®, and
the decline following peak was slower. For these
reasons, we determined that BIOD-105 and BIOD-
107 did not meet our optimal target product profile
and would not he progressed into a phase 2 clinical
trial. This setback was a disappointment to us.

As we look ahead to the 2012 fiscal year, however,
I believe that we are well-positioned to take
advantage of the hard work, lessons learned and
progress that we achieved in 2011 In the first
quarter of fiscal 2012, we selected new RHI-
based formulations to study in a phase 1 clinical
trial. We expect top line data from this frial to be
available before the end of June 2012, In addition,
we continue to be enthusiastic about our ultra-
rapid-acting insufin  analog-hased formulations
since they show the most rapid onset of action
in diabetic swine of any of our formulations. Our
experience suggests that certain of the potential
strategic partners that we are in discussions with
are particularly interested in an insulin analog-based
product to leverage their current pipelines. We are
pleased to report that we are working with a major
global pharmaceutical company that has agreed to
provide us with supplies of its insulin analog for

development of novel formulations and testing in
early clinical trials. We are laying the groundwork
in 2012 to move one or more insulin analog-based
formulations into a phase 1 clinical trial once we
finalize our candidate selections.

While we continue to focus primarily on our ultra-
rapid-acting insulin program, we remain committed
to being opportunistic in building value for our
stockholders by leveraging the investments that
we have made in other programs. As we recently
reported, we are exploring avenues for capitalizing
on the progress we have made in developing a set
of stable liquid formulations of glucagon as a rescue
treatment for severe hypoglycemia. We are in the
process of finalizing the regulatory input from the
FDA and defining the path forward in the second
fiscal quarter of 2012 with the goal of initiating a
phase 1 clinical trial towards the end of the 2012
calendar year. These stabilized glucagon formulations
also have potential utility for other indications such
as congenital hyperinsulinism and for use in a closed
loop bi-hormonal pump or artificial pancreas. We are
pleased to report that in January 2012 the European
Medicines Agency’s Committee for Orphan Medicinal
Products recommended that our stabilized glucagon
for the treatment of cengenital hyperinsulinism be
granted Orphan Medicinal Product Designation.
When we became a public company in 2007, we
led the pharmaceutical industry in recognizing the
medical need for ultra-rapid-acting insulins. In 2012,
the race to bring an ultra-rapid-acting insulin to
market is more competitive than it was several years
ago, as interest in the development effort continues
to grow. With the experience, technology and
funding we have available to us, I believe that Biodel
will continue to lead the way to a new ultra-rapid-
acting insulin treatment paradigm for diabetes,
while continuing to develop improved products such
as stabilized fiquid glucagon for rescue treatment,
to the benefit of our stockholders and patients alike.
T would like to thank our dedicated employees for
their hard work in the execution of our turnaround
strategy and our stockholders for their continued
investment in Biodel.

Sincerely,

/&AZ%

Errol De Souza, Ph.D.
President and Chief Executive Officer
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FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K contains forward-looking statements within the meaning of the Private
Securities Litigation Reform Act of 1995, that involve substantial risks and uncertainties. All statements, other
than statements of historical facts, included in this Annual Report on Form 10-K regarding our strategy, future
operations, future financial position, future revenues, projected costs, prospects, plans and objectives of
management are forward-looking statements. The words “anticipates,” “believes,” “could,” “estimates,”
“expects,” “intends,” “may,” “plans,” “potential,” “predicts,” “projects,” “should,” “will,” “would” and similar
expressions are intended to identify forward-looking statements, although not all forward-looking statements
contain these identifying words.

% <6

Our forward-looking statements in this Annual Report on Form 10-K are subject to a number of known
and unknown risks and uncertainties that could cause actual results, performance or achievements to differ
materially from those described or implied in the forward-looking statements, including:

* the success of our product candidates, particularly our proprietary formulations of injectable insulin that
are designed to be absorbed more rapidly than the “rapid-acting” mealtime insulin analogs presently
used to treat patients with Type 1 and Type 2 diabetes;

* our ability to secure approval by the U.S. Food and Drug Administration, or FDA, for our product
candidates under Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or FFDCA;

* the progress, timing or success of our research, development and clinical programs, including any
resulting data analyses;

our ability to conduct pivotal clinical trials and other tests or analyses required by the FDA to secure
approval to commercialize a proprietary formulation of injectable insulin;

* our ability to develop and commercialize a proprietary formulation of injectable insulin that may be
associated with less injection site discomfort than Linjeta™ (formerly referred to as VIAject®), which
is the subject of a complete response letter we received from the FDA;

* our ability to enter into collaboration arrangements for the commercialization of our product candidates
and the success or failure of any such collaborations into which we enter, or our ability to commercialize
our product candidates ourselves;

* our ability to enforce our patents for our product candidates and our ability to secure additional patents
for our product candidates;

* our ability to protect our intellectual property and operate our business without infringing upon the
intellectual property rights of others;

the degree of clinical utility of our products;

the ability of our major suppliers to produce our products in our final dosage form;
* our commercialization, marketing and manufacturing capabilities and strategies; and

* our ability to accurately estimate anticipated operating losses, future revenues, capital requirements and
our needs for additional financing.

We may not actually achieve the plans, intentions or expectations disclosed in our forward-looking
statements, and you should not place undue reliance on our forward-looking statements. Actual results or
events could differ materially from the plans, intentions and expectations disclosed in the forward-looking
statements we make. We have included important factors in the cautionary statements included in this Annual
Report, particularly in Item 1A of this Annual Report, and in our other public filings with the Securities and
Exchange Commission that could cause actual results or events to differ materially from the forward-looking
statements that we make.

You should read this Annual Report and the documents that we have filed as exhibits to the Annual
Report completely and with the understanding that our actual future results may be materially different from
what we expect. It is routine for internal projections and expectations to change as the year, or each quarter
in the year, progresses, and therefore it should be clearly understood that the internal projections and beliefs



upon which we base our expectations are made as of the date of this Annual Report on Form 10-K and may
change prior to the end of each quarter or the year. While we may elect to update forward-looking statements
at some point in the future, we do not undertake any obligation to update any forward-looking statements
whether as a result of new information, future events or otherwise.



PART I
ITEM 1: BUSINESS

Overview

We are a specialty biopharmaceutical company focused on the development and commercialization of
innovative treatments for diabetes that may be safer, more effective and more convenient for patients. We
develop our product candidates by applying our proprietary formulation technologies to existing drugs in
order to improve their therapeutic profiles. Our most advanced program involves developing proprietary
formulations of injectable recombinant human insulin, or RHI, designed to be more rapid-acting than the
“rapid-acting” mealtime insulin analogs presently used to treat patients with Type 1 and Type 2 diabetes.
We, therefore, refer to these reformulations as our “ultra-rapid-acting” insulin formulations. In addition to
our RHI-based formulations, we are using our formulation technology to develop new ultra-rapid-acting
formulations of insulin analogs. These insulin analog-based formulations generally use the same or similar
excipients as our RHI-based formulations and are designed to be more rapid-acting than the “rapid-acting”
mealtime insulin analogs, but they may present characteristics that are different from those offered by our
RHI-based formulations.

An earlier RHI-based formulation known as Linjeta™ (and previously referred to as VIAject®) was the
subject of a New Drug Application, or NDA, that we submitted to the FDA in December 2009. In October
2010, the FDA issued a complete response letter stating that the NDA for Linjeta™ could not be approved in
its present form and that we should conduct two pivotal Phase 3 clinical trials with our preferred commercial
formulation of Linjeta™ prior to re-submitting the NDA. Based upon the complete response letter and
subsequent feedback the FDA provided to us at a meeting in January 2011, we decided to study newer RHI-
based formulations in earlier stage clinical trials. The objective of these clinical trials was to determine whether
one or more of our newer RHI-based formulations was likely to offer a combination of pharmacokinetic,
pharmacodynamic, stability and injection site tolerability characteristics that is preferable to the Linjeta™
formulation that was the subject of the complete response letter.

In August 2011, we completed patient visits and analyzed top-line data from the first Phase 1 clinical
trial of two RHI-based formulations that we refer to as BIOD-105 and BIOD-107. The trial was a single-
center, randomized, double-blind, three-period crossover trial in 18 subjects with Type 1 diabetes. Each study
drug was administered on separate days. The objective of the trial was to evaluate the pharmacokinetic and
pharmacodynamic characteristics and injection site toleration of BIOD-105 and BIOD-107, as compared to the
insulin analog marketed as Humalog®. Pharmacodynamics were assessed using the euglycemic clamp method.
Local injection site discomfort was measured after each test injection with a 100 mm visual analog scale, or
VAS, and with additional questions pertaining to injection site toleration.

Based on our review of the of the data from our clinical trial of BIOD-105 and BIOD-107, as well as the
results of a similar clinical trial conducted by Oregon Health & Science University in which BIOD-105 and
BIOD-107 were administered by insulin pump in lieu of subcutaneous injection, we have determined that
further formulation work is needed before advancing an RHI-based formulation into Phase 2 clinical testing.
While BIOD-105 and BIOD-107 were more rapidly absorbed than Humalog®, and while both formulations
were well-tolerated by patients, the relative serum insulin peak levels were lower and the decline following
peak was slower with BIOD-105 and BIOD-107 compared to Humalog®, and the overall pharmacokinetic and
pharmacodynamic profiles of BIOD-105 and BIOD-107 did not meet our target product profile.

In December 2011, we selected a new RHI-based formulation to study in a Phase 1 clinical trial. We
plan to begin this clinical trial in the first calendar quarter of 2012. In addition, we continue to develop
several ultra-rapid-acting insulin analog-based formulations to determine their potential pharmacokinetic,
pharmacodynamic, tolerability and stability characteristics. In support of this development effort, we have
entered into an agreement with a pharmaceutical company to acquire a limited supply of an insulin analog
for use as an active pharmaceutical ingredient in our proprietary insulin analog-based formulations. We have
agreed to preserve for the pharmaceutical company, for a limited period of time, the right to license our
insulin analog-based technology on an exclusive basis.



Diabetes and the Insulin Market

Diabetes Overview

Glucose is a simple sugar used by all the cells of the body to produce energy and support life. Humans
need a minimum level of glucose in their blood at all times to stay alive. The primary manner in which the
body produces blood glucose is through the digestion of food. When a person is not getting this glucose from
food digestion, glucose is produced from stores and released by the liver. The body’s glucose levels are
regulated by insulin. Insulin is a peptide hormone that is naturally secreted by the pancreas. Insulin helps
glucose enter the body’s cells to provide a vital source of energy.

When a healthy individual begins a meal, the pancreas releases a natural spike of insulin called the
first-phase insulin release. In addition to providing sufficient insulin to process the glucose coming into the
blood from digestion of the meal, the first-phase insulin release acts as a signal to the liver to stop making
glucose while digestion of the meal is taking place. Because the liver is not producing glucose and there is
sufficient additional insulin to process the glucose from digestion, the blood glucose levels of healthy
individuals remain relatively constant and their blood glucose levels do not become too high.

Diabetes is a disease characterized by abnormally high levels of blood glucose and inadequate levels of,
or response to, insulin. There are two major types of diabetes — Type 1 and Type 2. In Type 1 diabetes, the
body produces no insulin. In the early stages of Type 2 diabetes, although the pancreas does produce insulin,
the body loses its early phase insulin response to a meal. In addition, the body’s cells do not respond as well
as they should to a normal amount of insulin, a condition known as insulin resistance. According to the
Centers for Disease Control and Prevention, or CDC, Type 2 diabetes is the more prevalent form of the
disease, affecting approximately 90% to 95% of all people diagnosed with diabetes.

Even before any other symptoms are present, one of the first effects of Type 2 diabetes is the loss of the
meal-induced first-phase insulin release. In the absence of the first-phase insulin release, the liver will not
receive its signal to stop making glucose. As a result, the liver will continue to produce glucose at a time
when the body begins to produce new glucose through the digestion of the meal, and the blood glucose level
of patients with diabetes rises too high after eating, a condition known as hyperglycemia. Hyperglycemia
causes glucose to attach unnaturally to certain proteins in the blood, interfering with these proteins’ ability to
perform their normal function of maintaining the integrity of the small blood vessels. With hyperglycemia
occurring after each meal, the tiny blood vessels eventually break down and leak. The long-term adverse
effects of hyperglycemia include blindness, loss of kidney function, nerve damage and loss of sensation and
poor circulation in the periphery, potentially requiring amputation of the extremities.

Current Treatments for Diabetes and their Limitations

Because patients with Type 1 diabetes produce no insulin, the primary treatment for Type 1 diabetes
is daily intensive insulin therapy. The treatment of Type 2 diabetes typically starts with management of diet
and exercise. Although helpful in the short-run, treatment through diet and exercise alone is not an effective
long-term solution for the vast majority of patients with Type 2 diabetes. When diet and exercise are no
longer sufficient, treatment commences with various non-insulin oral medications. These oral medications act,
in part, by increasing the amount of insulin produced by the pancreas, by increasing the sensitivity of insulin-
responsive cells, by reducing the glucose output of the liver or by some combination of these mechanisms.
These treatments are limited in their ability to manage the disease effectively and generally have significant
side effects, such as weight gain. Because of the limitations of non-insulin treatments, many patients with
Type 2 diabetes deteriorate over time and eventually require insulin therapy to support their metabolism.

Insulin therapy has been used for more than 80 years to treat diabetes. This therapy usually involves
administering several injections of insulin each day. These injections consist of administering a long-acting
basal injection one or two times per day and an injection of a rapid-acting insulin at mealtime. Although this
treatment regimen is accepted as effective, it has limitations. First, patients generally dislike injecting themselves
with insulin due to the inconvenience and pain of needles. As a result, patients tend not to comply adequately
with the prescribed treatment regimens and are often inadequately medicated.

More importantly, even when properly administered, insulin injections do not replicate the natural time-
action profile of insulin. In particular, the natural spike of the first-phase insulin release in a person without
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diabetes results in blood insulin levels rising within several minutes of the entry into the blood of glucose
from a meal. By contrast, injected insulin enters the blood slowly, with peak insulin levels occurring within
80 to 100 minutes following the injection of recombinant human insulin.

A potential solution is the injection of insulin directly into the vein of diabetic patients immediately
before eating a meal. In studies of intravenous injections of insulin, patients exhibited better control of their
blood glucose for 3 to 6 hours following the meal. However, for a variety of medical reasons, intravenous
injection of insulin before each meal is not a practical therapy.

One of the key improvements in insulin treatments was the introduction in the 1990s and 2000s of rapid-
acting insulin analogs, such as Humalog®, NovoLog® and Apidra®. However, even with the rapid-acting
insulin analogs, peak insulin levels typically occur within 50 to 70 minutes following the injection. Because
the rapid-acting insulin analogs do not adequately mimic the first-phase insulin release, diabetics using insulin
therapy continue to have inadequate levels of insulin present at the initiation of a meal and too much insulin
present between meals. This lag in insulin delivery can result in hyperglycemia early after meal onset.
Furthermore, the excessive insulin between meals may result in an abnormally low level of blood glucose
known as hypoglycemia. Hypoglycemia can result in loss of mental acuity, confusion, increased heart rate,
hunger, sweating and faintness. At very low glucose levels, hypoglycemia can result in loss of consciousness,
coma and even death. According to the American Diabetes Association, or ADA, patients with Type 1 diabetes
have a serious hypoglycemic event approximately once per year, many of which require hospital emergency
room Vvisits.

A More Rapid-Acting Mealtime Insulin

Our proprietary ultra-rapid-acting formulations of RHI and insulin analogs are designed to be absorbed
into the blood faster than the currently marketed rapid-acting insulin analogs. One of the key features of our
formulation technology is that it allows the RHI or insulin analog to disassociate, or separate, from the six
molecule, or hexameric, form to the single molecule, or monomeric, form and inhibits re-association to the
hexameric form. We believe that by favoring the monomeric form, our formulations may allow for more rapid
delivery of insulin into the blood as the human body requires insulin to be in the form of a single molecule
before it can be absorbed into the body to produce its desired biological effects. Based upon our preclinical
and clinical data, we believe our RHI- and insulin analog-based formulations may produce a profile of insulin
levels in the blood that is preferable to the profile typically observed when using the currently marketed
“rapid-acting” insulin analogs.

Our Development of Ultra-Rapid-Acting Formulations

Clinical Trials of Linjeta™. We have conducted Phase 1, Phase 2 and Phase 3 clinical trials comparing
the performance of our Linjeta™ formulation of RHI to either Humulin® R, which is a branded formulation
of RHI, or Humalog®, which is one of the largest selling rapid-acting insulin analogs in the United States. In
our Phase 1 and Phase 2 clinical trials, we observed that the Linjeta™ formulation was more rapidly absorbed
than Humulin® R or Humalog® and, therefore, more likely to simulate the natural first-phase insulin release in
response to a meal that would be typical of healthy individuals.

We completed our two pivotal Phase 3 clinical trials of Linjeta™ in July 2008. Our pivotal Phase 3
clinical trials were open-label, parallel group, randomized trials conducted at centers in the United States,
Germany and India. The trials were designed to compare the efficacy and safety of Linjeta™ to Humulin® R.
One of the trials tested Linjeta™ in patients with Type 1 diabetes and the other in patients with Type 2
diabetes. We enrolled more than 400 patients in each trial for a six month treatment period. Approximately
one-half of the patients in each trial were treated with Linjeta™ and the remainder with Humulin® R. The
primary objective of the trials was to determine if Linjeta™ was not inferior to Humulin® R in the management
of blood glucose levels, as measured by the mean change in patients’ glycosylated hemoglobin, or HbAlc,
levels from baseline to the end of the trial. HbAlc levels are a measure of patients’ average blood glucose
levels over a period of approximately 3 months. HbAlc is the FDA’s preferred endpoint for diabetes trials.
Predefined secondary endpoints in the trials included rates of mild and moderate and severe hypoglycemic
events, and changes in body weight. Approximately 400 patients with Type 1 and Type 2 diabetes who
completed the pivotal Phase 3 clinical trials elected to participate in a long term safety extension trial in
which all patients were treated with Linjeta™ as their mealtime insulin. The last patient visit in the extension
trial was in February 2010.



In December 2009, we submitted an NDA to the FDA under section 505(b)(2) of the FFDCA for
clearance to market Linjeta™ as a treatment for diabetes. The FDA accepted the NDA for review and the
PDUFA action date for the NDA was October 30, 2010. On November 1, 2010, we announced that the FDA
issued a complete response letter requesting additional information regarding our NDA for Linjeta™. The
complete response letter included comments related to clinical trials, statistical analysis and chemistry,
manufacturing and controls and tolerability issues relating to localized discomfort upon injection. The FDA
requested that we conduct two new Phase 3 clinical trials using the commercial formulation of Linjeta™, one
in patients with Type 1 diabetes and the other in patients with Type 2 diabetes, to establish efficacy and safety
as related to hypoglycemia and toleration.

Development of Additional RHI- and Insulin Analog-Based Formulations. Based upon the complete
response letter and subsequent feedback the FDA provided to us at a meeting in January 2011, we decided to
study newer ultra-rapid-acting RHI- and insulin analog-based formulations in preclinical and earlier stage
clinical trials. The objective of this development effort is to determine whether one or more of our newer
formulations is likely to offer a combination of pharmacokinetic, pharmacodynamic, stability and injection site
tolerability characteristics that is preferable to the Linjeta™ formulation that was the subject of the complete
response letter.

In August 2011, we completed patient visits and analyzed top-line data from the first Phase 1 clinical
trial comparing two newer RHI-based formulations, BIOD-105 and BIOD-107, to Humalog®. The trial was a
single-center, randomized, double-blind, three-period crossover trial in 18 subjects with Type 1 diabetes. Each
study drug was administered on separate days. The objective of the trial was to evaluate the pharmacokinetic
and pharmacodynamic characteristics and injection site toleration of the three study drugs. Pharmacodynamics
were assessed using the euglycemic clamp method. Local injection site discomfort was measured after each
test injection with a 100 mm visual analog scale, or VAS, and with additional questions pertaining to injection
site toleration. Our analysis of the top-line data from Phase 1 clinical trial of BIOD-105 and BIOD-107
indicated that both formulations were more rapidly absorbed than Humalog® (t1/2 early values of 15.3, 16.6,
23.7 minutes for BIOD-105, BIOD-107 and Humalog®, respectively; p<0.01 for either BIOD formulation
compared to Humalog®). The decline of serum insulin levels following peak was slower with BIOD-105 and
BIOD-107 compared to Humalog®. The metabolic effect induced by BIOD-105 and BIOD-107 tended to be
higher in the first hour after injection than that associated with Humalog®, although this difference did not
achieve statistical significance. BIOD-105 and BIOD-107 exhibited lower peak metabolic effects relative to
Humalog® and slower declines in metabolic action. With regard to toleration, there were no significant
differences in the VAS scores between BIOD-105, BIOD-107 and Humalog® (arithmetic mean scores of
49 +21,26+09, and 1.2 + 0.4 mm for BIOD-105, BIOD-107 and Humalog®, respectively; p=0.08 for
BIOD-105 to Humalog® and p=0.85 for BIOD-107 to Humalog® comparisons). The frequency of injections
associated with mild or no discomfort was 94% for BIOD-105 and 100% for BIOD-107 and Humalog®. Most
study drug injections were associated with discomfort equal to or less than that associated with the patient’s
usual meal time injections at home (88% of injections for BIOD-105, 100% of injections for BIOD-107 and
Humalog®).

Based on our review of the of the data from our Phase 1 clinical trial of BIOD-105 and BIOD-107, as
well as a similar outcome in the clinical trial conducted by Oregon Health & Science University in which
BIOD-105 and BIOD-107 were administered by insulin pump in lieu of subcutaneous injection, we have
determined that further formulation work is needed before advancing an RHI-based formulation into Phase 2
clinical testing. While BIOD-105 and BIOD-107 were more rapidly absorbed than Humalog®, and while both
formulations were well-tolerated by patients, the overall pharmacokinetic and pharmacodynamic profiles of
BIOD-105 and BIOD-107 did not meet our target product profile. In December 2011, we selected a new
RHI-based formulation to study in a Phase 1 clinical trial. We plan to begin this clinical trial in the first
calendar quarter of 2012. In addition, we continue to develop several ultra-rapid-acting RHI- and insulin
analog-based formulations to determine their potential pharmacokinetic, pharmacodynamic, tolerability and
stability characteristics.

We have contracted with N.V. Organon (formerly known as Diosynth B.V.), a global producer of insulin,
to supply us with all of the insulin that we will need for the testing and manufacturing of our RHI-based
formulations. Our agreement with N.V. Organon will terminate in June 2018. In addition, we have entered into
an agreement with a pharmaceutical company to acquire a limited supply of an insulin analog for use as an
active pharmaceutical ingredient in our proprietary insulin analog-based formulations.
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Our Development of Other Product Candidates

In addition to our ultra-rapid-acting insulin formulations, we have developed prototype formulations of a
liquid glucagon, a basal insulin and a glucose responsive insulin, in each case for use by patients with diabetes.

Government Regulation

The FDA and other federal, state, local and foreign regulatory agencies impose substantial requirements
upon the clinical development, approval, labeling, manufacture, marketing and distribution of drug products.
These agencies regulate, among other things, research and development activities and the testing, approval,
manufacture, quality control, safety, effectiveness, labeling, storage, record keeping, advertising and promotion
of our product candidates. The regulatory approval process is generally lengthy and expensive, with no
guarantee of a positive result. Moreover, failure to comply with applicable FDA or other requirements may
result in civil or criminal penalties, recall or seizure of products, injunctive relief including partial or total
suspension of production, or withdrawal of a product from the market.

United States Government Regulation

The FDA regulates, among other things, the research, manufacture, promotion and distribution of drugs in
the United States under the FFDCA and other statutes and implementing regulations. Biodel intends to seek
FDA approval for its product candidates in an NDA, and not under an application submitted for approval as
a biologic under the Public Health Service Act. The process required by the FDA before a drug product
candidate may be marketed in the United States under an NDA generally involves the following:

« completion of extensive nonclinical laboratory tests, animal studies and formulation studies, all
performed in accordance with the FDA’s Good Laboratory Practice, or GLP, regulations;

« submission to the FDA of an IND which must become effective before human clinical trials may begin;

« for some products, performance of adequate and well-controlled human clinical trials in accordance with
the FDA’s regulations, including Good Clinical Practices, to establish the safety and efficacy of the
product candidate for each proposed indication;

 submission to the FDA of an NDA;

« satisfactory completion of an FDA preapproval inspection of the manufacturing facilities at which the
product is produced to assess compliance with current Good Manufacturing Practice, or cGMP,
regulations; and

 FDA review and approval of the NDA prior to any commercial marketing, sale or shipment of the drug.

The testing and approval process requires substantial time, effort and financial resources, and we cannot
be certain that any approvals for our product candidates will be granted on a timely basis, if at all.

Nonclinical tests include laboratory evaluations of product chemistry, formulation and stability, as well as
studies to evaluate toxicity in animals and other animal studies. The results of nonclinical tests, together with
manufacturing information and analytical data, are submitted as part of an IND to the FDA. Some nonclinical
testing may continue even after an IND is submitted. The IND also includes one or more protocols for the
initial clinical trial or trials and an investigator’s brochure. An IND automatically becomes effective 30 days
after receipt by the FDA, unless the FDA, within the 30-day time period, raises concerns or questions relating
to the proposed clinical trials as outlined in the IND and places the clinical trial on a clinical hold. In such
cases, the IND sponsor and the FDA must resolve any outstanding concerns or questions before any clinical
trials can begin. Clinical trial holds also may be imposed at any time before or during studies due to safety
concerns or non-compliance with regulatory requirements. An independent institutional review board, or IRB,
at each of the clinical centers proposing to conduct the clinical trial must review and approve the plan for any
clinical trial before it commences at that center. An IRB considers, among other things, whether the risks to
individuals participating in the trials are minimized and are reasonable in relation to anticipated benefits. The
IRB also approves the consent form signed by the trial participants and must monitor the study until completed.



Clinical Trials. Clinical trials involve the administration of the product candidate to human subjects
under the supervision of qualified medical investigators according to approved protocols that detail the
objectives of the study, dosing procedures, subject selection and exclusion criteria, and the parameters to be
used to monitor participant safety. Each protocol is submitted to the FDA as part of the IND.

Human clinical trials are typically conducted in three sequential phases, but the phases may overlap, or
be combined.

* Phase 1 clinical trials typically involve the initial introduction of the product candidate into healthy
human volunteers. In Phase 1 clinical trials, the product candidate is typically tested for safety, dosage
tolerance, absorption, metabolism, distribution, excretion and pharmacodynamics.

* Phase 2 clinical trials are conducted in a limited patient population to gather evidence about the
efficacy of the product candidate for specific, targeted indications; to determine dosage tolerance and
optimal dosage; and to identify possible adverse effects and safety risks.

* Phase 3 clinical trials are undertaken to evaluate clinical efficacy and to test for safety in an expanded
patient population at geographically dispersed clinical trial sites. The size of Phase 3 clinical trials
depends upon clinical and statistical considerations for the product candidate and disease, but
sometimes can include several thousand patients. Phase 3 clinical trials are intended to establish the
overall risk-benefit ratio of the product candidate and provide an adequate basis for product labeling.

Clinical testing must satisfy extensive FDA regulations. Reports detailing the results of the clinical trials
must be submitted at least annually to the FDA and safety reports must be submitted for serious and
unexpected adverse events. Success in early stage clinical trials does not assure success in later stage clinical
trials. The FDA, an IRB or we may suspend a clinical trial at any time on various grounds, including a
finding that the research subjects or patients are being exposed to an unacceptable health risk.

New Drug Applications. Assuming successful completion of the required clinical trials, the results of
product development, nonclinical studies and clinical trials are submitted to the FDA as part of an NDA. An
NDA also must contain extensive manufacturing information, as well as proposed labeling for the finished
product. An NDA applicant must develop information about the chemistry and physical characteristics of the
drug and finalize a process for manufacturing the product in accordance with cGMP. The manufacturing
process must be capable of consistently producing quality product within specifications approved by the FDA.
The manufacturer must develop methods for testing the quality, purity and potency of the final product. In
addition, appropriate packaging must be selected and tested and stability studies must be conducted to
demonstrate that the product does not undergo unacceptable deterioration over its shelf life. Prior to approval,
the FDA will conduct an inspection of the manufacturing facilities to assess compliance with cGMP.

The FDA reviews all NDAs submitted before it accepts them for filing. The FDA may request additional
information rather than accept an NDA for filing. In this event, the NDA must be resubmitted with the
additional information and is subject to review before the FDA accepts it for filing. After an application is
filed, the FDA may refer the NDA to an advisory committee for review, evaluation and recommendation as to
whether the application should be approved and under what conditions. The FDA is not bound by the
recommendation of an advisory committee, but it considers them carefully when making decisions. The FDA
may deny approval of an NDA if the applicable regulatory criteria are not satisfied. Data obtained from
clinical trials are not always conclusive and the FDA may interpret data differently than we interpret the same
data. The FDA may issue a complete response letter, which may require additional clinical or other data or
impose other conditions that must be met in order to secure final approval of the NDA. An applicant receiving
a complete response letter may resubmit the application with data and information addressing the FDA’s
concerns or requirements, withdraw the application without prejudice to a subsequent submission of a related
application or request a hearing on whether there are grounds for denying approval of the application. If a
product receives regulatory approval, the approval may be significantly limited to specific diseases and
dosages or the indications for use may otherwise be limited, which could restrict the commercial value of the
product. In addition, the FDA may require us to conduct Phase 4 testing which involves clinical trials
designed to further assess a drug’s safety and effectiveness after NDA approval, and may require surveillance
programs to monitor the safety of approved products which have been commercialized. Once issued, the FDA
may withdraw product approval if ongoing regulatory requirements are not met or if safety or efficacy
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questions are raised after the product reaches the market. The agency may also impose requirements that the
NDA holder conduct new studies, make labeling changes, implement Risk Evaluation and Mitigation
Strategies, and take other corrective measures.

Section 505(b)(2) NDAs. There are two types of NDAs: the full NDA and the Section 505(b)(2) NDA.
We intend to file Section S05(b)(2) NDAs that might, if accepted by the FDA, save time and expense in the
development and testing of our product candidates. A full NDA is submitted under Section 505(b)(1) of the
FEDCA, and must contain full reports of investigations conducted by the applicant to demonstrate the safety
and effectiveness of the drug. A Section 505(b)(2) NDA may be submitted for a drug for which one or more
of the investigations relied upon by the applicant was not conducted by or for the applicant and for which the
applicant has no right of reference from the person by or for whom the investigations were conducted. A
Section 505(b)(2) NDA may be submitted based in whole or in part on published literature or on the FDA’s
finding of safety and efficacy of one or more previously approved drugs, which are known as reference drugs.
Thus, the filing of a Section 505(b)(2) NDA may result in approval of a drug based on fewer clinical or
nonclinical studies conducted by the applicant than would be required under a full NDA. The number and size
of studies that need to be conducted by the sponsor depends on the amount and quality of data pertaining to
the reference drug that are publicly available, and on the similarity of and differences between the applicant’s
drug and the reference drug. In some cases, extensive, time-consuming, and costly clinical and nonclinical
studies may still be required for approval of a Section 505(b)(2) NDA.

Because we are developing new formulations of previously approved chemical entities, such as insulin,
our drug approval strategy is to submit Section 505(b)(2) NDAs to the FDA. We plan to pursue similar routes
for submitting applications for our product candidates in foreign jurisdictions if available. The FDA may not
agree that our product candidates are approvable as Section 505(b)(2) NDAs. Insulin is a small protein
molecule which is known to be associated with significant intra- and inter-patient variability of absorption and
resulting glucose lowering response. This makes it more difficult to demonstrate that two insulin substances
are highly similar than would be the case with many small molecule drugs. The availability of the Section
505(b)(2) NDA pathway for insulin is even more controversial than for small molecule drugs, and the FDA
may not accept this pathway for our insulin drug candidates. There is no specific guidance available for
insulin Section 505(b)(2) NDAs. We are not aware of any insulin product that has been approved under a
Section 505(b)(2) NDA. If the FDA determines that Section 505(b)(2) NDAs are not appropriate and that full
NDA:s are required for our product candidates, the time and financial resources required to obtain FDA
approval for our product candidates could substantially and materially increase, and our products might be less
likely to be approved. If the FDA requires full NDAs for our product candidates, or requires more extensive
testing and development for some other reason, our ability to compete with alternative products that arrive on
the market more quickly than our product candidates would be adversely impacted.

Patent Protections. An applicant submitting a Section 505(b)(2) NDA must certify to the FDA with
respect to the patent status of the reference drug upon which the applicant relies in support of approval of its
drug. With respect to every patent listed in the FDA’s Orange Book, which is the FDA’s list of approved drug
products, as claiming the reference drug or an approved method of use of the reference drug, the Section
505(b)(2) applicant must certify that: (1) there is no patent information listed by the FDA for the reference
drug; (2) the listed patent has expired; (3) the listed patent has not expired, but will expire on a particular
date; (4) the listed patent is invalid, unenforceable, or will not be infringed by the manufacture, use, or sale of
the product in the Section 505(b)(2) NDA; or (5) if the patent is a use patent, that the applicant does not seek
approval for a use claimed by the patent. If the applicant files a certification to the effect of clause (1), (2) or
(5), FDA approval of the Section 505(b)(2) NDA may be made effective immediately upon successful FDA
review of the application, in the absence of marketing exclusivity delays, which are discussed below. If the
applicant files a certification to the effect of clause (3), the Section 505(b)(2) NDA approval may not be made
effective until the expiration of the relevant patent and the expiration of any marketing exclusivity delays.

If the Section 505(b)(2) NDA applicant provides a certification to the effect of clause (4), referred to as a
paragraph IV certification, the applicant also must send notice of the certification to the patent owner and the
holder of the NDA for the reference drug. The filing of a patent infringement lawsuit within 45 days of the
receipt of the notification may prevent the FDA from approving the Section 505(b)(2) NDA for 30 months
from the date of the receipt of the notification unless the court determines that a longer or shorter period is
appropriate because either party to the action failed to reasonably cooperate in expediting the action. However,
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the FDA may approve the Section 505(b)(2) NDA before the 30 months have expired if a court decides that
the patent is invalid, unenforceable, or not infringed, or if a court enters a settlement order or consent decree
stating the patent is invalid or not infringed.

Notwithstanding the approval of many products by the FDA pursuant to Section 505(b)(2), over the last
few years certain brand-name pharmaceutical companies and others have objected to the FDA’s interpretation
of Section 505(b)(2). If the FDA’s interpretation of Section 505(b)(2) is successfully challenged in court, the
FDA may be required to change its interpretation of Section 505(b)(2) which could delay or even prevent the
FDA from approving any Section 505(b)(2) NDA that we submit. The pharmaceutical industry is highly
competitive, and it is not uncommon for a manufacturer of an approved product to file a citizen petition with
the FDA seeking to delay approval of, or impose additional approval requirements for, pending competing
products. If successful, such petitions can significantly delay, or even prevent, the approval of the new
product. Moreover, even if the FDA ultimately denies such a petition, the FDA may substantially delay
approval while it considers and responds to the petition.

Marketing Exclusivity. Market exclusivity provisions under the FFDCA can delay the submission or the
approval of Section 505(b)(2) NDAs, thereby delaying a Section 505(b)(2) product from entering the market.
The FFDCA provides five-year marketing exclusivity to the first applicant to gain approval of an NDA for a
new chemical entity, or NCE, meaning that the FDA has not previously approved any other drug containing
the same active moiety. This exclusivity generally prohibits the submission of a Section 505(b)(2) NDA for
any drug product containing the active moiety during the five-year exclusivity period. However, submission of
a Section 505(b)(2) NDA that certifies that a listed patent is invalid, unenforceable, or will not be infringed, as
discussed above, is permitted after four years, but if a patent infringement lawsuit is brought within 45 days
after such certification, FDA approval of the Section 505(b)(2) NDA may automatically be stayed until 7.5
years after the NCE approval date. The FFDCA also provides three years of marketing exclusivity for the
approval of new and supplemental NDAs for product changes, including, among other things, new indications,
dosage forms, routes of administration or strengths of an existing drug, or for a new use, if new clinical
investigations, other than bioavailability studies, that were conducted or sponsored by the applicant are
deemed by FDA to be essential to the approval of the application. Five-year and three-year exclusivity will not
delay the submission or approval of another full NDA; however, as discussed above, an applicant submitting a
full NDA under Section 505(b)(1) would be required to conduct or obtain a right of reference to all of the
preclinical and adequate and well-controlled clinical trials necessary to demonstrate safety and effectiveness.

Other types of exclusivity in the United States include orphan drug exclusivity and pediatric exclusivity.
The FDA may grant orphan drug designation to a drug intended to treat a rare disease or condition, which is
generally a disease or condition that affects fewer than 200,000 individuals in the United States, or more than
200,000 individuals in the United States and for which there is no reasonable expectation that the cost of
developing and making available in the United States a drug for this type of disease or condition will be
recovered from sales in the United States for that drug. Seven-year orphan drug exclusivity is available to a
product that has orphan drug designation and that receives the first FDA approval for the indication for which
the drug has such designation. Orphan drug exclusivity prevents approval of another application for the same
drug for the same orphan indication, for a period of seven years, regardless of whether the application is a full
NDA or a Section 505(b)(2) NDA, except in limited circumstances, such as a showing of clinical superiority
to the product with orphan exclusivity. Pediatric exclusivity, if granted, provides an additional six months to
an existing exclusivity or statutory delay in approval resulting from a patent certification. This six-month
exclusivity, which runs from the end of other exclusivity protection or patent delay, may be granted based on
the completion of a pediatric study in accordance with an FDA-issued “Written Request” for such a study.

Section 505(b)(2) NDAs are similar to full NDAs filed under Section 505(b)(1) in that they are entitled
to any of these forms of exclusivity if they meet the qualifying criteria. They also are entitled to the patent
protections described above, based on patents that are listed in the FDA’s Orange Book in the same manner
as patents claiming drugs and uses approved for NDAs submitted as full NDAs.

Other Regulatory Requirements. Maintaining substantial compliance with appropriate federal, state
and local statutes and regulations requires the expenditure of substantial time and financial resources. Drug
manufacturers are required to register their establishments with the FDA and certain state agencies, and after
approval, the FDA and these state agencies conduct periodic unannounced inspections to ensure continued
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compliance with ongoing regulatory requirements, including cGMPs. In addition, after approval, some types
of changes to the approved product, such as adding new indications, manufacturing changes and additional
labeling claims, are subject to further FDA review and approval. The FDA may require post-approval testing
and surveillance programs to monitor safety and the effectiveness of approved products that have been
commercialized. Any drug products manufactured or distributed by us pursuant to FDA approvals are subject
to continuing regulation by the FDA, including:

* record-keeping requirements;

« reporting of adverse experiences with the drug;

» providing the FDA with updated safety and efficacy information;
» reporting on advertisements and promotional labeling;

+ drug sampling and distribution requirements; and

« complying with electronic record and signature requirements.

In addition, the FDA strictly regulates labeling, advertising, promotion and other types of information
on products that are placed on the market. There are numerous regulations and policies that govern various
means for disseminating information to health-care professionals as well as consumers, including to industry
sponsored scientific and educational activities, information provided to the media and information provided
over the Internet. Drugs may be promoted only for the approved indications and in accordance with the
provisions of the approved label.

The FDA has very broad enforcement authority and the failure to comply with applicable regulatory
requirements can result in administrative or judicial sanctions being imposed on us or on the manufacturers
and distributors of our approved products, including warning letters, refusals of government contracts, clinical
holds, civil penalties, injunctions, restitution, and disgorgement or profits, recall or seizure of products, total or
partial suspension of production or distribution, withdrawal of approvals, refusal to approve pending applications,
and criminal prosecution resulting in fines and incarceration. The FDA and other agencies actively enforce
the laws and regulations prohibiting the promotion of off-label uses, and a company that is found to have
improperly promoted off-label uses may be subject to significant liability. In addition, even after regulatory
approval is obtained, later discovery of previously unknown problems with a product may result in restrictions
on the product or even complete withdrawal of the product from the market.

Regulations Outside the United States

In addition to regulations in the United States, we will be subject to a variety of laws and regulations
in other jurisdictions governing clinical trials and commercial sales and distribution of our products. Whether
or not we obtain FDA approval for a product, we must obtain the necessary approvals by the comparable
regulatory authorities of countries outside the United States before we can commence clinical trials or
marketing of the product in those countries. The approval process varies from country to country, and the time
may be longer or shorter than that required for FDA approval. The requirements governing the conduct of
clinical trials, product licensing, pricing and reimbursement also vary between jurisdictions.

To obtain regulatory approval of a drug under European Union regulatory systems, we may submit
applications for marketing authorizations either under a centralized or decentralized procedure. The centralized
procedure is compulsory for medicines produced by certain biotechnological processes, new active substances
indicated for the treatment of certain diseases such as AIDS, cancer, neurodegenerative disorders and diabetes,
and products designated as orphan medicinal products, and optional for other new active substances and those
products which constitute a significant therapeutic, scientific or technical innovation. The procedure provides
for the grant of a single marketing authorization that is valid for all European Union member states, as well as
for Iceland, Liechtenstein, and Norway. The decentralized procedure provides for approval by one or more
other, or concerned, member states of an assessment of an application performed by one member state, known
as the reference member state. Under this procedure, an applicant submits an application, or dossier, and
related materials including a draft summary of product characteristics, and draft labeling and package leaflet,
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to the reference member state and concerned member states. The reference member state prepares a draft
assessment and drafts of the related materials within 120 days after receipt of a valid application. Within 90
days of receiving the reference member state’s assessment report, each concerned member state must decide
whether to approve the assessment report and related materials. If a member state cannot approve the
assessment report and related materials on the grounds of potential serious risk to the public health, the
disputed points may eventually be referred to the European Commission, whose decision is binding on all
member states.

Competition

The pharmaceutical industry is characterized by intense competition and rapidly evolving technology. For
several decades, scientists have attempted to improve the bioavailability of injected formulations and to devise
alternative non-invasive delivery systems for the delivery of macromolecules such as insulin. If approved, our
product candidates will compete against many products with similar indications.

If approved, the primary competition for our ultra-rapid-acting RHI- or insulin analog-based formulations
will be rapid-acting mealtime injectable insulins such as Humalog®, which is marketed by Eli Lilly, NovoLog®,
which is marketed by Novo Nordisk, and Apidra®, which is marketed by Sanofi-Aventis.

In addition, other development stage insulin formulations may be approved and compete with ours.
Halozyme Therapeutics, Inc. has conducted a Phase 1 and multiple Phase 2 clinical trials of RHI, lispro (the
insulin analog in Humalog®), glulisine (the insulin analog in Apidra®) and aspart (the insulin analog in
NovoLog®) in combination with a recombinant human hyaluronidase enzyme and has reported that in each
case the combination yielded more rapid pharmacokinetics and glucodynamics than RHI, Humalog®, Apidra®
or NovoLog® alone. Novo Nordisk has reported that they have initiated clinical development of an insulin
analog intended to provide faster onset of action than the currently available rapid-acting insulin analogs.

Several companies are also developing alternative insulin systems for diabetes, including MannKind
Corporation, which has an inhalable insulin product candidate for which an NDA was submitted in early 2009.
Although currently the subject of a complete response letter from the FDA, which requested significant
additional clinical development, the approval and acceptance of an inhaled insulin such as MannKind’s inhaled
insulin could reduce the overall market for injectable prandial insulin.

Treatment practices can also change with the introduction of new classes of therapy. Currently glucagon-
like peptide analogs such as Exanatide and Exanatide LAR, marketed by Eli Lilly, and Liraglutide, marketed
by Novo Nordisk, are growing in usage and could delay the start of insulin usage in some patients therefore
decreasing the size of the prandial insulin market.

While at this time there are no approved generic or biosimilar insulin analogs in the market in the United
States or Europe, in other countries such as India there are multiple approved manufacturers of insulin analogs
such has Humalog®. Both Humalog® and NovoLog® have limited remaining patent protection in the United
States and Europe. Biocon Limited, an established biosimilar manufacturer, has entered into a collaboration
with Pfizer to commercialize biosimilar versions of Humalog® and NovoLog®. The possible introduction of
lower priced brands or substitutable generic versions of these products could negatively impact the revenue
potential of our ultra-rapid-acting product candidates.

Intellectual Property and Proprietary Technology
Our technologies have been developed exclusively by our employees, without input from third parties.

In October 2007 the United States Patent and Trademark Office issued U.S. Patent No. 7,279,457
encompassing our ultra-rapid-acting insulin formulations. If all maintenance fees are paid, the patent will
expire no earlier than January 2026. In addition, a related European Patent, EP 1 740 154, was granted in
June 2009 and expires in March 2025 in the designated countries if all annuity fees are paid. Applications
with claims directed to formulations containing insulin, insulin derivatives or analogs are currently pending in
the U.S. and foreign patent offices. Claims to the analogs or derivatives have been indicated to be allowable
by the European Patent Office. We have filed several patent applications designed to cover our proprietary
technologies relating to our other potential product candidates.
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Our pending patent applications, those we may file in the future, or those we may license from third
parties, may not result in patents being issued.

The individual active and inactive ingredients in our ultra-rapid-acting RHI-based formulations have been
known and used for many years and, therefore, are no longer subject to patent protection, except in proprietary
combinations. Accordingly, our patent and pending applications are directed to the particular formulations of
these ingredients in our products, and to their use. Although we believe our formulations and their uses are or
will be patented and provide a competitive advantage, our patents may not prevent others from marketing
formulations using the same active and inactive ingredients in similar but different formulations.

We require our employees, consultants and members of our scientific advisory board to execute
confidentiality agreements upon the commencement of employment, consulting or collaborative relationships
with us. These agreements provide that all confidential information developed or made known during the
course of the relationship with us be kept confidential and not disclosed to third parties except in specific
circumstances. In the case of employees, the agreements provide that all inventions resulting from work
performed for us, utilizing our property or relating to our business and conceived or completed by the
individual during employment shall be our exclusive property to the extent permitted by applicable law.

Manufacturing

We have previously used our laboratory in Danbury, Connecticut to meet the limited manufacturing
requirements of some of our product candidates through Phase 2 clinical trials and we may continue to do
so in the future. We intend to also manufacture our product candidates by contracting with third parties that
operate manufacturing facilities in accordance with cGMP.

We have contracted with N.V. Organon (formerly known as Diosynth B.V.), a global producer of insulin,
to supply us with all of the insulin that we will need for the testing and manufacturing of our RHI-based
formulations. Our agreement with N.V. Organon will terminate in June 2018. We believe that our current
supplies of insulin, together with the quantities of insulin called for under our existing supply agreement,
will be sufficient to allow us to complete our current and anticipated future clinical trials of our proprietary
RHI-based formulations, as well as support the commercial launch of the product if approved by the FDA. With
regard to our insulin analog-based formulations, we have entered into an agreement with a pharmaceutical
company to acquire a limited supply of an insulin analog for use as the active pharmaceutical ingredient in
our proprietary formulations.

Sales and Marketing

We currently have no sales and marketing capabilities and no distribution capabilities. Our current
strategy is to selectively enter into collaboration agreements with leading pharmaceutical or biotechnology
companies for the commercialization of our product candidates.

Employees

At November 30, 2011 we had 36 full time-employees who perform services for us on a regular basis.
We consider our employee relations to be good.

Additional Information

Our website is www.biodel.com. We are not including the information contained on our website as a part
of, or incorporating it by reference into, this Annual Report on Form 10-K. We make available free of charge
on our website our Annual Reports on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form
8-K and amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange
Act, as soon as reasonably practicable after we electronically file such material with, or furnished it to, the
Securities and Exchange Commission. Our reports filed with the Securities and Exchange Commission are
also available at the Securities and Exchange Commission’s website at Www.Sec.gov.
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Executive Officers of the Registrant

The following table sets forth our executive officers, their respective ages and positions as of
November 30, 2011:

Name Age Position

Dr. Errol B.De Souza .................. 58  President and Chief Executive Officer
Gerard Michel .......................... 48  Chief Financial Officer

Dr. Alan Krasner ....................... 48  Chief Medical Officer

Paul Bavier ............coooviiiiiiiiinn, 39  General Counsel and Secretary

Erik Steiner .................... ... 45  Vice President, Operations

Dr. De Souza joined our management and board of directors in March 2010. Dr. De Souza has
nearly two decades of experience in the biopharmaceutical industry. From March 2009 until March 2010,
Dr. De Souza was a pharmaceutical and biotechnology consultant. From April 2003 to January 2009,
Dr. De Souza was president and chief executive officer of Archemix Corporation, a privately-held
biopharmaceutical company focused on aptamer therapeutics. From September 2002 to March 2003, he was
president, chief executive officer and a director of Synaptic Pharmaceuticals Corporation, a publicly traded
biopharmaceutical company that was acquired by H. Lundbeck A/S in March 2003. Dr. De Souza is a member
of the board of directors of each of the following publicly traded companies: Bionomics Ltd. and Targacept,
Inc. Dr. De Souza received his B.A. (Honors) in physiology and his Ph.D. in neuroendocrinology from the
University of Toronto and he received his postdoctoral fellowship in neuroscience from The Johns Hopkins
University School of Medicine. We believe Dr. DeSouza’s qualifications to sit on our board of directors
include his extensive experience with pharmaceutical companies, and his years of experience providing
services to pharmaceutical and biotechnology organizations, including evaluating business plans involving
clinical trials.

Mr. Gerard Michel joined our company in November 2007 as Chief Financial Officer, Vice President of
Corporate Development and Treasurer. From October 2003 to November 2007, Mr. Michel served as Chief
Financial Officer and from April 2006 to November 2007, Vice President, Corporate Development of NPS
Pharmaceuticals, a biopharmaceutical company. From June 1995 to July 2002, Mr. Michel served as a Principal
of the consulting firm Booz-Allen & Hamilton. From 1988 to 1995, Mr. Michel held various licensing, sales and
product management roles at Lederele Labs and Wyeth. Mr. Michel received an MBA and B.S. from University
of Rochester, and an M.S., in Microbology from The University of Rochester School of Medicine and Dentistry.

Dr. Alan Krasner joined our company in May 2008 as Chief Medical Officer. From 2002 to 2008,
Dr. Krasner served as Director in the Department of Clinical Research Metabolic Diseases at Pfizer Global
Research and Development where he was responsible for the design, execution, clinical analysis, and reporting
of multiple, global clinical trials supporting registration of late stage drug candidates. Dr. Krasner currently
serves as a consulting physician at the Joslin Diabetes and Endocrinotogy Center of the Lawrence and
Memorial Hospital in New London, Connecticut. Dr. Krasner holds a B.S. from the Medical Education
Honors Program at Northwestern University and a M.D. from Northwestern University Medical School. He
completed his residency at Johns Hopkins Hospital in internal medicine and subsequently completed his
fellowship at Johns Hopkins Hospital in endocrinology and metabolism.

Mr. Paul Bavier has served as our general counsel and secretary since December 2008. From October
2007 to December 2008, Mr. Bavier served as our deputy general counsel. From November 2004 to October
2007, Mr. Bavier served as assistant general counsel at Gerber Scientific, Inc. Mr. Bavier began his legal
career as an associate in the corporate law department of Ropes & Gray in Boston. He holds a B.A. from
Middlebury College and a J. D. from the University of Michigan Law School.

Mr. Erik Steiner co-founded our company and has served as our Vice President, Operations since our
inception in December 2003. From February 2003 to December 2003, Mr. Steiner co-founded and served
as the Vice President, Operations of Steiner Ventures. From May 1999 to February 2003, Mr. Steiner served
as Head of Operations of Cabot McMullen Inc., a film and television production company. Prior thereto,
Mr. Steiner served as Administrative Director and Fiscal Administrator of the New Jersey Public Interest
Research Group.
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ITEM 1A. RISK FACTORS
Risks Related to Our Financial Position and Need for Additional Capital

We have incurred significant losses since our inception. We expect to incur losses for the foreseeable
future and may never achieve or maintain profitability.

Since our inception in December 2003, we have incurred significant operating losses. Our net losses were
approximately $10.6 million for the year ended September 30, 2011. As of September 30, 2011, we had a
deficit accumulated during the development stage of approximately $175.3 million. We have invested a
significant portion of our efforts and financial resources in the development of our ultra-rapid-acting insulin
product candidates. In October 2010, the FDA notified us that it would not approve our NDA for the
Linjeta™ formulation unless and until we conduct two new Phase 3 clinical trials, one in Type 1 diabetes and
the other in Type 2 diabetes, using the final commercial formulation of Linjeta™, we address deficiencies
with the chemistry, manufacturing and controls, or CMC, section of the NDA, and our primary third-party
manufacturers adequately remediate facility inspection observations. In light of the extensive nature of the
FDA’s comments and their feedback at a subsequent meeting in January 2011, we decided not to initiate new
pivotal Phase 3 clinical trials with the formulation of Linjeta™ submitted in our NDA. We have instead
commenced clinical development of new RHI-based ultra-rapid-acting insulin formulations. These alternate
formulations, which included BIOD-105 and BIOD-107, generally use the same or similar excipients as the
formulation of Linjeta™ submitted in our NDA, but we believe they may present improvements with regard
to injection site discomfort. We have also commenced preclinical testing of ultra-rapid-acting insulin analog-
based formulations. We expect to continue to incur significant operating losses for at least the next several
years as we may:

* conduct preclinical studies and clinical trials to study newer formulations of RHI-and and insulin
analog-based formulations that that may be associated with less injection site discomfort than the
LinjetaTM formulation;

* commence a stability program to determine whether any of our alternate RHI- or insulin analog-based
formulations are likely to present a commercially acceptable stability profile;

* conduct additional clinical trials of our RHI-based formulations and, potentially, our insulin analog-
based formulations, including a Phase 2 clinical trial and the two pivotal Phase 3 clinical trials
requested by the FDA to support approval;

* produce additional validation batches of vials and cartridges to support our NDA, if re-filed with the FDA;

*» conduct the required stability, preclinical and human factors and user acceptability studies to support
the approval of a disposable insulin pen either as an amendment or supplement to the NDA;

* purchase RHI and other materials consistent with our existing contractual obligations; and
¢ conduct additional clinical development of our other product candidates.

To become and remain profitable, we must succeed in developing and eventually commercializing drugs
with significant market potential. This will require us to be successful in a range of challenging activities,
including developing RHI- or insulin analog-based formulations with desirable pharmacokinetic,
pharmacodynamic, stability and injection site tolerability characteristics and then successfully completing
preclinical testing and clinical trials for those formulations, obtaining regulatory approval for these
formulations and manufacturing, marketing and selling those products for which we may obtain regulatory
approval. We may never succeed in these activities and may never generate revenues that are significant or
large enough to achieve profitability. Even if we do achieve profitability, we may not be able to sustain or
increase profitability on a quarterly or annual basis. Our failure to become and remain profitable could depress
the market price of our common stock and could impair our ability to raise capital, expand our business or
continue our operations. A decline in the market price of our common stock could also cause you to lose all
or a part of your investment.

We will need substantial additional funding and may be unable to raise capital when needed, which would
Jorce us to delay, reduce or eliminate our product development programs or commercialization efforts.

We are a development stage company with no commercial products. All of our product candidates
are still being developed. All are in early stages of development. Our product candidates will require
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significant additional clinical development, regulatory approvals and related investment before they can be
commercialized. While we have reduced expenditures on our development programs that are not related to
ultra-rapid-acting insulin product candidates, we do not expect our research and development expenses to
decrease as we continue our formulation work. Unless we are successful in consummating a strategic partnership
to develop and commercialize an RHI- or insulin analog-based formulation, we may need to raise substantial
additional capital to develop and commercialize a competitive mealtime insulin product. Such financing may
not be available on terms acceptable to us, or at all. If we are unable to obtain financing on favorable terms,
our business, results of operations and financial condition may be materially adversely affected.

Based upon our current plans, we believe that our existing cash, cash equivalents and restricted cash will
be sufficient to fund our anticipated operating expenses and capital expenditures at least through the first half
of the 2013 calendar year. We cannot assure you that our plans will not change or that changed circumstances
will not result in the depletion of our capital resources more rapidly than we currently anticipate. Our future
capital requirements will depend on many factors, including:

* the success of our efforts to develop ultra-rapid-acting RHI- or insulin analog-based formulations with
desirable pharmacokinetic, pharmacodynamic, stability and injection site tolerability characteristics;

« our ability to secure approval by the FDA for our product candidates under Section 505(b)(2) of the
FFDCA and the degree to which we are able to clarify with the FDA related regulatory requirements;

* the progress, timing or success of our research, development and clinical programs, including any
resulting data analyses;

* our ability to conduct the additional pivotal clinical trials the FDA requested in the complete response
letter or other tests or analyses required by the FDA to secure approval to commercialize an RHI- or
insulin analog-based formulation;

s the cost to develop an insulin pen for use with our product candidates and the clinical development
program required to support use in insulin pumps;

* the costs of pre-commercialization activities, if any;

« the costs associated with qualifying and obtaining regulatory approval of suppliers of insulin or other
active pharmaceutical ingredients and manufacturers of our product candidates;

* the costs of preparing, filing and prosecuting patent applications and maintaining, enforcing and
defending intellectual property-related claims;

« the emergence of competing technologies and products and other adverse market developments; and

* our ability to establish and maintain collaborations and the terms and success of the collaborations,
including the timing and amount of payments that we might receive from potential strategic
collaborators.

Until such time, if ever, as we can generate substantial product revenues, we expect to finance our cash
needs through public or private equity offerings and debt financings, strategic collaborations and licensing
arrangements. If we raise additional funds by issuing additional equity securities, our stockholders will
experience dilution. Debt financing, if available, may involve agreements that include covenants limiting or
restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures
or declaring dividends. Any debt financing or additional equity that we raise may contain terms, such as
liquidation and other preferences, which are not favorable to us or our stockholders. If we raise additional
funds through collaboration, strategic alliance and licensing arrangements with third parties, it may be
necessary to relinquish valuable rights to our technologies or product candidates, future revenue streams,
research programs or product candidates or to grant licenses on terms that may not be favorable to us.

Our short operating history may make it difficult for you to evaluate the success of our business to date
and to assess our future viability.

We commenced active operations in January 2004. Our operations to date have been limited to
organizing and staffing our company, developing and securing our technology and undertaking preclinical
studies and clinical trials of our product candidates. We have limited experience completing large-scale,
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pivotal clinical trials and we have not yet demonstrated our ability to obtain regulatory approvals, manufacture
a commercial scale product, or arrange for a third party to do so on our behalf, or conduct sales and
marketing activities necessary for successful product commercialization. Consequently, any predictions you
make about our future success or viability may not be as accurate as they could be if we had a longer
operating history.

In addition, as a new business, we may encounter unforeseen expenses, difficulties, complications, delays
and other known and unknown factors. We may need to transition from a company with a research focus to a
company capable of supporting commercial activities. We may not be successful in such a transition.

Risks Related to the Development and Commercialization of Our Product Candidates

We have depended heavily on the success of our ultra-rapid-acting mealtime insulin development
program.

We have invested a significant portion of our efforts and financial resources in the development of our
ultra-rapid-acting insulin product candidates. The FDA concluded that the results from our completed pivotal
Phase 3 clinical trials of Linjeta™ are not sufficient to obtain marketing approval for Linjeta™, and we chose
to advance two new formulations, BIOD-105 and BIOD-107, into the clinic. However, the clinical data for
these new formulations was not supportive of further development. If we are not able to develop alternative
RHI- or insulin-analog based formulations with desirable pharmacokinetic, pharmacodynamic, stability and
injection site tolerability characteristics, or experience significant delays in doing so, then our business may be
materially harmed.

Our development of an RHI- or insulin analog-based formulation may not be successful; some
Jormulations may have different regulatory requirements to obtain marketing approval from the FDA.

While we have significant experience with the technology we use to develop ultra-rapid-acting insulin
formulations, we cannot assure you that our program to advance RHI- or insulin analog-based formulations
will be successful or will offer improvements over the Linjeta’™ formulation that we submitted to the FDA in
our NDA. Some of our formulations under development appear to be absorbed as rapidly as Linjeta™, but
are less stable in accelerated testing. Some of our formulations, such as BIOD-105 and BIOD-107, offer
advantages in terms of injection site discomfort, but may not perform as well as Linjeta™ in terms of the
overall pharmacokinetic and pharmacodynamic profile. We may be unable to develop a new formulation with
pharmacokinetic, pharmacodynamic, stability and injection site tolerability characteristics that are acceptable
to us, a potential strategic partner or the FDA. Furthermore, the regulatory requirements for any alternate
formulation may not meet our expectations or may be different from those applicable to the formulation of
Linjeta™ submitted in our NDA. For example, advancing any formulation based on an insulin analog may
necessitate our conducting additional toxicology work prior to initiation of Phase 1 clinical trials.

We may never reinitiate significant expenditures on our earlier stage product candidates.

We have suspended significant expenditures on the development of product candidates that are not related
to our ultra-rapid-acting RHI- or insulin analog-based formulation program. We cannot guarantee that we will
have sufficient resources to allocate to earlier sta