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Forward-Looking Statements

Statements in this report that are not strictly historical in nature are forward-looking statements. These statements include, but are not limited to,
statements about: the progress or success of our research, development and clinical programs, including the application for and receipt of regulatory
clearances and approvals, and the timing or success of the commercialization of AFREZZA, our ultra rapid-acting insulin product, or any other
products or therapies that we may develop; our ability to market, commercialize and achieve market acceptance for AFREZZA, or any other
products or therapies that we may develop; our ability to protect our intellectual property and operate our business without infringing upon the
intellectual property rights of others; our estimates for future performance; our estimates regarding anticipated operating losses, future revenues,
capital requirements and our needs for additional financing; and scientific studies and the conclusions we draw from them. In some cases, you can
identify forward-looking statements by terms such as "anticipates,” "believes," "could," "estimates," "expects," "goal," "intends," "may," "plans,"
"potential,” "predicts," "projects,” "should," "will," "would," and similar expressions intended to identify forward-looking statements. These
statements are only predictions or conclusions based on current information and expectations and involve a number of risks and uncertainties. The
underlying information and expectations are likely to change over time. Actual events or results may differ materially from those projected in the
forward-looking statements due to various factors, including, but not limited to, those set forth under the caption "Risks and Uncertainties That May
Affect Results" and elsewhere in this report. Except as required by law, we undertake no obligation to publicly update or revise any forward-looking
statements, whether as a result of new information, future events or otherwise.

AFREZZA®, MedTone®, Dreamboat® and Technosphere® are registered trademarks in the United States. We have also applied for or have
registered company trademarks in other jurisdictions, including Europe and Japan. This document also contains trademarks and service marks of
other companies that are the property of their respective owners.

PART I

Item 1. Business

Unless the context requires otherwise, the words "MannKind," "we," "company,"” "us" and "our" refer to MannKind Corporation. Unless
explicitly stated otherwise, AFREZZA refers to the combination of AFREZZA inhalation powder and the AFREZZA inhaler.

OVERVIEW

MannKind Corporation is a biopharmaceutical company focused on the discovery, development and commercialization of therapeutic products
for diseases such as diabetes and cancer. Our lead product candidate, AFREZZA (insulin human [rDNA origin]) Inhalation Powder, is an ultra rapid-
acting insulin that is in late-stage clinical investigation for the treatment of adults with type 1 or type 2 diabetes for the control of hyperglycemia.

AFREZZA utilizes our proprietary Technosphere formulation technology, which is based on a class of organic molecules that are designed to
self-assemble into small particles onto which drug molecules can be loaded. With AFREZZA, we load recombinant human insulin onto the
Technosphere particles; however, this technology is not limited to insulin delivery. We believe it represents a versatile drug delivery platform that
may allow pulmonary administration of certain drugs that currently require administration by injection. Beyond convenience, we believe the key
advantage of drugs inhaled as Technosphere formulations is that they have been shown to be absorbed very rapidly into the arterial circulation,
essentially mimicking intra-arterial administration.

In addition to our Technosphere platform, we are evaluating an investigational cancer immunotherapy product, MKC1106-MT, in a Phase 2
clinical trial. We are also conducting preclinical studies of a drug candidate, MKC204, that may have the potential to treat certain malignancies and
inflammatory diseases.

In February 2011, we implemented a restructuring to streamline our operations, reduce our operating expenses, extend our cash runway and focus
our resources on securing the approval of the new drug application, or NDA, for AFREZZA by the United States Food and Drug Administration, or
FDA. In connection with this restructuring, we reduced our total workforce by approximately 41 percent and halted activity in certain development
programs,
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although we retained the key assets and intellectual property required to restart development activities if and when we are able to do so.

The following chart indicates the current stage of development and status of each of our product candidates.

Preclinical Clinical Studies
Development Phase 1 Phase 2 Phase 3

Technosphere Platform

AFREZZA (insulin) active

MKC253 (GLP-1) halted

MKC180 (obesity compound) halted
Cancer Immunotherapy

MKC1106-MT active

MKC1106-PP halted

MKC1106-NS halted

Cancer Drugs
MKC204 (IRE-1 inhibitor) active

We were incorporated in the State of Delaware in 1991. Our principal executive offices are located at 28903 North Avenue Paine, Valencia,
California 91355, and our telephone number at that address is (661) 775-5300. Our website address is http://www.mannkindcorp.com. Our filings
with the Securities and Exchange Commission, or SEC, including our annual report on Form 10-K, quarterly reports on Form 10-Q, current reports
on Form 8-K and any amendments to those reports are available free of charge through our website as soon as reasonably practicable after being
electronically filed with or furnished to the SEC. We regularly post copies of our press releases as well as additional information on our website.
Interested persons can subscribe on the website to e-mail alerts that are sent automatically when we issue press releases, file reports with the SEC or
post certain other information to the website.

AFREZZA

Our lead product candidate, AFREZZA (insulin human [rDNA origin]) Inhalation Powder, has a time-action profile unlike other insulin products.
In our clinical trials to date, we have consistently observed that AFREZZA Inhalation Powder is rapidly absorbed into the bloodstream following
inhalation, reaching peak levels within 12 to 14 minutes. In this manner, AFREZZA produces a profile of insulin levels in the bloodstream that
closely approximates the early insulin secretion normally seen in healthy individuals immediately following the beginning of a meal, but which is
absent in patients with diabetes.

The AFREZZA Inhalation Powder is centered on a class of pH-sensitive organic molecules that self-assemble into small particles under acidic
conditions. We refer to these particles as Technosphere particles. Certain drugs, such as insulin, can be loaded onto these particles by combining an
acidic solution of the drug with a suspension of Technosphere material, which is then dried to a powder. This powder is then filled into plastic
cartridges and packaged. To administer AFREZZA Inhalation Powder, a patient loads a cartridge containing the powder into our inhaler. By inhaling
through this device, air is pulled through the cartridge, which aerosolizes the powder and pulls the particles into the air current and out through the
mouthpiece. The individual particles within this aerosol are small and have aerodynamic properties that enable them to fly efficiently deep into the
lungs. When the particles contact the moist lung surface with its neutral pH, the Technosphere particles dissolve immediately, releasing the insulin
molecules to diffuse across a thin layer of cells into the bloodstream. We believe that the insulin absorption step is a passive process that occurs
without any active assistance or enhancement and without disruption of either cell membranes or the tight junctions between cells.

To facilitate the delivery of Technosphere-formulated drugs to the deep lung, we developed an inhaler that utilizes single-use, disposable, plastic
cartridges containing drug-loaded powder. Our first-generation inhaler, also known as the MedTone inhaler, is light and easy to use, and fits in the
palm of the patient's hand. All of our pivotal safety and efficacy clinical studies were conducted using the MedTone (model C) inhaler.
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To date, the AFREZZA clinical program has involved 56 different studies of AFREZZA and over 5,300 adult patients. In our clinical studies, we
observed that AFREZZA produces the following clinical benefits:

. Consistent decreases in A1C levels, comparable to current insulin therapies. In a number of clinical studies involving patients with type
1 and type 2 diabetes, we have evaluated levels of glycosylated hemoglobin, or A1C, which is a measure of average blood glucose. A
consistent finding was that AFREZZA produced decreases in A1C levels that were essentially comparable to the decreases observed in
the control arm of these studies, including studies that compared AFREZZA to rapid-acting insulin analogs, to pre-mixed insulin analogs
and to metformin in combination with a sulfonylurea.

. Superior post-meal glucose control. AFREZZA Inhalation Powder has a shorter duration of action than other insulin therapies, so its
glucose-lowering effect better meets a patient's needs following a meal. Specifically, AFREZZA treatment produces lower blood glucose
levels than comparators in the first hour following meal ingestion with comparable levels after two hours. Importantly, AFREZZA does
not remain active for an extended period of time, thereby reducing the risk of hypoglycemia between meals.

. Improved fasting glucose control. In clinical trials of both type 1 and type 2 diabetes, AFREZZA has consistently provided lower fasting
blood glucose control than comparator insulin therapies. As we reported with external authors in a report of one of our earlier Phase 3
studies that was published in The Lancet in 2010, this observation might be the result of greater suppression of endogenous glucose
production with AFREZZA combined with basal insulin than with a conventional insulin regimen.

. Less hypoglycemia due to better synchronization with glucose absorption from meals. In clinical trials involving patients with type 2
diabetes, we observed that the incidence and frequency of hypoglycemia was significantly reduced. Similar results were observed in
patients with type 1 diabetes. The overall hypoglycemic event rate was lower for AFREZZA at all times of the day, but in particular,
there were fewer nocturnal hypoglycemic events, a condition much feared by patients with diabetes.

. Little or no weight gain. In our clinical trials, patients treated with AFREZZA experienced weight reduction or significantly less weight
gain compared to other insulin therapies.

There are no assurances, however, that these or any other advantages of AFREZZA will be agreed to by the FDA or otherwise included in final
product labeling or advertising, if it is approved.

To date, our clinical trials have indicated that AFREZZA has a favorable safety profile. The most common adverse event associated with
AFREZZA therapy was a transient, mild and non-productive cough, which occurred early in about 25-30% of subjects and diminished within the
first few weeks after initiation of AFREZZA therapy. The occurrence of mild cough is well recognized with inhaled medications. In our studies, the
incidence of cough leading to the discontinuation of AFREZZA was low.

After a two-year Phase 3 clinical trial of AFREZZA, we determined that the use of AFREZZA in patients with diabetes was non-inferior to usual
diabetes care with respect to a decline in FEV1, a measure of lung function that assesses the volume of air that can be forcibly expired within one
second. Similar results were obtained for other measures of lung function.

Our clinical trials for AFREZZA have not demonstrated an increased risk of pulmonary cancer. In addition, we conducted comprehensive
nonclinical studies of AFREZZA and unloaded Technosphere particles, including a two-year rat carcinogenicity study and a six-month transgenic
mouse study. These studies indicated that there was no increased risk of cancer, or any other pathological effects.

Regulatory Approval Status

In March 2009, we submitted an NDA for AFREZZA to the FDA. In this submission, we sought approval of the AFREZZA Inhalation Powder
and the MedTone (model D) inhaler. The MedTone (model D) inhaler is a more rugged and less costly commercial version of the MedTone (model
C) inhaler used in clinical trials. As part of our original NDA submission, we included the results of a study, known as study 138, that evaluated the
bioequivalence
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of AFREZZA Inhalation Powder administered using the MedTone (model C) and the MedTone (model D) inhalers in 75 patients with type 1
diabetes.

At the time of our original NDA submission, we were also advancing the development of a next-generation inhaler, known internally as the
Dreamboat inhaler, which is even smaller (thumb-sized), easier to use and lower in manufacturing cost than the MedTone inhaler and which allows
for more efficient emptying of the cartridge. In August 2009, we submitted a request for a meeting with the FDA to review the path to transition
from MedTone to the next-generation inhaler for AFREZZA. In November 2009, the FDA provided a letter with advice regarding this path which
would include an assessment of the bioequivalence of insulin administered using the next-generation inhaler and the MedTone (model C) inhaler.
We incorporated this advice into our development plan for the next-generation inhaler.

On March 12, 2010, we received a Complete Response letter from the FDA regarding the NDA for AFREZZA. A Complete Response letter is
issued by the FDA's Center for Drug Evaluation and Research when the review of a submitted file is completed and questions remain that preclude
the approval of the NDA in its current form. The March 2010 Complete Response letter requested several items, including:

. information and currently available clinical data that support the clinical utility of AFREZZA, a request that reflects a desire to
understand the positioning of AFREZZA within the range of available therapies for patients with diabetes and a desire to know how, in
whom and when in the course of therapy it should be used;

. information about the comparability of the commercial version of the inhaler, i.e., MedTone (model D), to the MedTone (model C)
version of the device that was used in clinical trials;

. changes to the proposed labeling of the MedTone cartridges, foil pouches and cartons; and
. updated safety data related to AFREZZA.

We believe that the request about the comparability of the MedTone inhalers stemmed from a question raised by the FDA about the method
utilized by our contract laboratory to analyze blood samples for insulin and glucose in study 138. Because blood samples degrade over time, it was
not possible to re-analyze the material from study 138 using the analytical method preferred by the FDA. However, we were able to utilize this
analytical method in our analysis of blood samples from a study, known as study 142, that assessed the bioequivalence of insulin administered using
the next-generation inhaler and the MedTone (model C) inhaler in 66 healthy volunteers. The results of study 142 demonstrated that the MedTone
(model C) and next-generation inhalers are bioequivalent — that is, notwithstanding the fact that a cartridge used with the next-generation inhaler
contains one-third less insulin powder than the corresponding MedTone (model C) cartridge, the same amount of the same insulin formulation
passes quickly through the pulmonary membrane and reaches the bloodstream when either inhaler is used.

In June 2010, we held an End-of-Review meeting with the FDA to discuss our approach for addressing their questions. To address the agency's
request related to the clinical utility of AFREZZA, we presented data from a newly completed study, known as study 117, that provided additional
evidence of efficacy and further clarified the clinical utility of AFREZZA in 130 patients with type 1 diabetes. To address the agency's requests
related to the comparability of the clinical and commercial devices, we discussed the bioequivalency results for the next-generation inhaler.
Following the conclusion of this meeting, we determined that submitting our comparability data for the next-generation inhaler was the best
approach for addressing the FDA's inhaler-related questions. Accordingly, in late June 2010, we submitted the results of studies 117 and 142 as part
of our response to the March 2010 Complete Response letter.

On January 18, 2011, we received a second Complete Response letter from the FDA. The principal issue raised by the FDA in the January 2011
Compete Response letter was the usage of in vitro performance data and bioequivalence data to bridge our next-generation inhaler to the Phase 3
trials conducted using the MedTone (model C) inhaler. The FDA requested that we conduct two clinical studies with the next-generation inhaler
(one in patients with type 1 diabetes and one in patients with type 2 diabetes), with at least one study including a treatment group using the MedTone
(model C) inhaler in order to obtain a head-to-head comparison of the pulmonary safety data for
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the two devices. The FDA also stated that after an adequate titration of study medication there should be at least 12 weeks of relatively stable insulin
dosing during the treatment period. In addition to this request, the FDA requested additional information concerning the performance characteristics,
usage, handling, shipment and storage of the next-generation inhaler, an update of safety information related to AFREZZA as well as information on
proposed user training and changes to the proposed labeling of the device, blister pack, foil wrap and cartons.

We are scheduled to hold an End-of-Review meeting with the agency in mid-April to discuss the protocols for the two studies, known as study
171 in type 1 patients and study 172 in type 2 patients, that we expect will generate data to form the basis of our response to the January 2011
Complete Response letter. The protocol for an earlier version of study 172, then known as study 162, was submitted to the FDA in September 2010.
Study 162 was initiated in October 2010 and, by the time we halted enrollment in February 2011, approximately 39 patients had been enrolled into
the study. In February 2011, the FDA sent us a letter suggesting changes to the study 162 protocol in light of its January 2011 Complete Response
letter. In advance of our End-of-Review meeting, we have incorporated the agency's advice into the protocols for new studies 171 and 172, which
are designed to evaluate A1C levels after an adequate titration of AFREZZA followed by a relatively stable insulin dose for at least 12 weeks. We
plan to continue working closely with the FDA in our effort to ensure that studies 171 and 172 address the agency's requests. However, there can be
no assurance that we will be able to satisfy all of the FDA's requirements or that the FDA will find our proposed approach to these and other future
clinical studies acceptable. The FDA could also request that we conduct additional clinical trials to provide sufficient data for approval of the NDA.

As part of our original NDA submission, we proposed a Risk Evaluation and Mitigation Strategy, or REMS, for ensuring that the benefits of
AFREZZA outweighed its risks. Our proposed REMS included communication tools, such as the prescribing information, medication guide,
educational materials and training materials, as well as evaluation tools, such as prescriber and patient surveys, and a pharmacovigilance program
including special monitoring of targeted medical events. We have been informed by the FDA that a REMS will be necessary for AFREZZA, if it is
approved, to ensure that the benefits of the drug outweigh:

. the risk of respiratory difficulty immediately post-inhalation, especially in patients with undiagnosed chronic lung disease;
. the risk of pulmonary function decline over time; and
. the potential risk of harm due to use by inappropriate patient populations, such as smokers and patients with chronic lung disease.

We expect to continue our discussions with the FDA regarding the REMS after we submit our response to the January 2011 Complete Response
letter.

INVESTIGATIONAL CANCER THERAPIES

Our cancer immunotherapy program utilizes the body's immune system to help eradicate tumor cells. The immune system is a network of cells
and organs that defends the body against infection and abnormal cells, such as tumor cells. A key element of the immune system is its ability to
distinguish between healthy cells and foreign or diseased cells that do not belong in the body. The immune system accomplishes this task by
recognizing distinctive molecules called epitopes on the surface of each cell as either normal or abnormal, and responding to them appropriately.
Any substance capable of being recognized by the immune system is known as an antigen. An antigen can be all or part of a pathogenic organism or
it can be a by-product of diseased cells. Certain specialized cells of the immune system (antigen-presenting cells or APC) sample antigens found in
the body and present the epitopes associated with foreign antigens to other cells of the immune system, known as T cells, whose function is to
destroy any cell that expresses the same epitope; this process is known as cell-mediated immunity. In this way, the immune system can launch a very
specific response to infection or disease.

Our approach uses DNA- and peptide-based compounds that correspond to tumor-associated antigens that are expressed in a range of tumors. We
select as target antigens molecules that either play a role in disease progression or that are very selectively expressed by tumor cells. A patient's
immune system is first "primed" by DNA-based compounds, or plasmids, that are injected directly into the patient's lymph nodes. This is designed to
sensitize the
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immune system to the tumor-associated antigens encoded by the plasmids. After a period of time, the patient's lymph nodes are then injected with
synthetic peptides that are designed to "boost" or greatly amplify the immune response to the target antigens. The immune response is maintained by
repeated immunization cycles. This prime-boost regimen is designed to provoke a potent cell-mediated immune response that destroys cancer cells
along with the underlying blood supply to tumors.

The key features of our cancer immunotherapy program include the following:

 Itis atargeted therapeutic approach that aims to redirect patients' immune response to the tumor targets expressed by their cancer. The patients
with a highest likelihood to benefit from this treatment can be identified by histological analysis of their tumors.

« Itinvolves an innovative and potent vaccination approach comprising direct intra-lymphatic administration of the immunizing components
using a prime-boost sequence that is designed to achieve optimal response.

» The selected target antigens are molecules that play a key role in tumor progression and migration and that display increased expression, or
selective expression, in tumor cells. Moreover, they are expressed in a range of tumors.

» The immunizing components are "off-the-shelf" formulations of DNA and peptides containing excipients that are well recognized and
generally regarded as safe. There is no need to harvest any material from patients' tumors or cells in order to manufacture our immunotherapy
products.

To date, we have evaluated two product candidates in clinical trials: MKC1106-PP and MKC1106-MT. MKC1106-PP consists of three
components: a plasmid that encodes pharmacologically active elements from two tumor-associated antigens, known as PRAME and PSMA, and two
synthetic peptides, one an analog of a PRAME epitope and the other an analog of a PSMA epitope. In addition to melanoma, PRAME is expressed
in carcinomas such as prostate, lung, breast, ovarian, renal, pancreatic and colorectal. PSMA was originally isolated from prostate carcinoma cells
and later shown to be expressed in the blood vessels that supply several types of carcinoma, including breast, lung, ovarian, pancreatic, renal and
colorectal carcinoma and melanoma. MKC1106-MT consists of a plasmid that encodes portions of two antigens known as Melan-A and tyrosinase,
and two synthetic peptides, one an analog of a Melan-A epitope and the other an analog of a tyrosinase epitope. Melan-A and tyrosinase are antigens
commonly expressed by melanoma tumor cells.

In one study, MKC1106-PP was used to treat 26 advanced cancer patients with diverse tumor types, metastatic disease and/or progressive,
refractory disease. Patients were evaluated after two therapeutic cycles of six weeks each and again after four therapeutic cycles, as applicable.
Patients demonstrating a clinical response or no evidence of disease progression remained in the clinical trial and received up to six cycles of
treatment over nine months. In all patients, the treatment was well tolerated with few and mild adverse events. The primary endpoint of this study
was the determination of an immune response following the first or second cycle of treatment. Overall, 15 subjects had an immune response to the
either the PRAME or PSMA antigens, or both. Ten subjects overall demonstrated no disease progression and continued treatment past the second
treatment cycle. Of these ten subjects, five subjects had an immune response for at least two cycles of treatment, one subject had an immune
response during the first treatment cycle only, and four subjects had no immune response. In connection with our restructuring in February 2011,
clinical development activities for MKC1106-PP were halted to focus our resources on securing the approval of the NDA for AFREZZA, although
we retained the key assets and intellectual property required to restart development activities for MKC1106-PP if and when we are able to do so.

In a separate study, 18 patients with advanced melanoma were treated with MKC1106-MT. Patients were evaluated after each therapeutic cycle
of six weeks and those who demonstrated a clinical response or no evidence of disease progression remained in the clinical trial and received up to
eight cycles of treatment over one year. Treatment with MKC1106-MT was well tolerated by all patients. An endpoint of this study was the
determination of an immune response following the first or second cycle of treatment. Overall, nine subjects had an immunologic response to the
either the Melan A or tyrosinase antigens. Of these subjects, two subjects showed objective tumor responses. Of the remaining nine subjects with no
or undetermined immune response, four subjects achieved an objective tumor response.
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In October 2010, we initiated a Phase 2 study of MKC1106-MT involving up to 44 patients with advanced melanoma that is confined to the skin,
subcutaneous tissue or lymph nodes. The primary end-point of this open-label, non-randomized study is to evaluate objective tumor response.
Clinical efficacy will also be assessed using measures of time-to-progression, progression-free survival and overall survival. We do not expect to
obtain results from this study until the second half of 2012.

Cancer Drug Discovery

Our drug discovery effort is directed at a biochemical signaling pathway known as the unfolded protein response, or UPR, which is a response to
stress or changes in cellular conditions during which proteins cease to function correctly. The UPR is intended to restore the normal function of the
cell and preserve its viability, by halting protein production while molecular "chaperones" remove the improperly folded proteins. When cellular
stress continues for an extended period of time, the role of the UPR changes from restoring normal function to initiating programmed cell death or
apoptosis. In this manner, the improperly functioning cell is removed from the body.

However, in myeloma cells and possibly other malignancies, the UPR is not properly regulated. In these cells, an enzyme known as inositol-
requiring enzyme-1, or IRE-1, activates the X-box binding protein-1 gene, or XBP-1, thus enhancing molecular chaperone activity and protein
degradation. The result is that tumor cells escape apoptosis, proliferate and invade vital organs in cancer patients, and/or confer resistance to other
therapeutic means that induce cellular stress, including chemotherapy, radiotherapy and anti-angiogenic drugs.

Multiple myeloma, the second most prevalent blood cancer after non-Hodgkin's lymphoma, is a key focus of our IRE-1 program. This disease
results in excessive abnormal cells as a result of transformation of normal B-cells (B-lymphocytes) into malignant plasma cells.

Using our proprietary IRE-1 assay, we have identified novel compounds that selectively antagonize IRE-1 in vitro and consequently down-
regulates XBP-1 activity in tumor cells and animal models. We are currently undertaking nonclinical studies in order to position a compound for
clinical trials.

OUR STRATEGY

Our primary objective is to secure the approval of the NDA for AFREZZA by the FDA, and our resources are focused on the activities necessary
to pursue this objective. In February 2011, we implemented a restructuring to streamline our operations, reduce our operating expenses and extend
our cash runway. We expect that we will require additional financial resources in order to continue the development of AFREZZA and to support
our other ongoing activities. In addition to traditional financing transactions, such as the sale of equity and/or debt securities, we intend to explore
opportunities to generate additional financial resources through the entry into one or more strategic business collaborations. Specifically, we intend
to:

» Seek a development and commercialization partner for AFREZZA. We intend to pursue potential collaboration opportunities with large
pharmaceutical companies in the United States, Europe and elsewhere in order to provide the financial and operational resources to develop,
commercialize, market and sell AFREZZA. We have not licensed or transferred any of our rights to this product or to our platform technology.

» Out-license our proprietary Technosphere formulation technology for the delivery of active pharmaceutical ingredients. We believe that
additional Technosphere formulations of active pharmaceutical ingredients have the potential to demonstrate clinical advantages over existing
therapeutic options in a variety of therapeutic areas. We intend to pursue opportunities to out-license our technology to pharmaceutical
companies that are in need of alternative formulations for their proprietary active pharmaceutical ingredients.

» Pursue transactional opportunities for our investigational cancer therapies. We are currently conducting a Phase 2 clinical trial of one of our
investigational cancer immunotherapy products. As this program and the
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cancer drug discovery program reach upcoming milestones that are expected to increase the perceived value of these programs, we intend to
pursue opportunities to enter into transactions with potential partners or acquirers.

SALES AND MARKETING

Our efforts to date have primarily been directed at developing pharmaceutical products for a number of different markets. We currently have no
sales or distribution capabilities and have no experience as a company in marketing or selling pharmaceutical products. However, we have built a
small marketing team and are engaged in the planning and market research activities that would normally be undertaken to support the late-stage
development of a pharmaceutical product.

In order to commercially market any of our products, we need either to develop an internal sales team, continue to expand our marketing
infrastructure or collaborate with third parties who have greater sales and marketing capabilities and have access to potentially large markets.
Although we believe that establishing our own sales and marketing organizations in North America would have substantial advantages, we recognize
that this may not be practical for some of our products and that collaborating with companies with established sales and marketing capabilities in a
particular market or markets may be a more effective alternative for some products. To date, we have retained worldwide commercialization rights
for all of our product candidates, including AFREZZA. We intend to pursue potential collaboration opportunities to assist us in the
commercialization of AFREZZA in the United States and other major markets.

MANUFACTURING AND SUPPLY

We formulate and fill the AFREZZA Inhalation Powder into plastic cartridges and blister package the cartridges in our Danbury facility. We
believe that our Danbury facility has enough capacity to satisfy the initial commercial demand for AFREZZA, although the facility includes
expansion space that will allow production capacity to be increased based on anticipated needs during the initial years of commercialization. The
quality management systems of our facility were certified to be in conformance with the 1SO 13485 and ISO 9001 standards. In addition, our facility
underwent a successful pre-approval inspection by the FDA during the fall of 2009. A portion of this pre-approval inspection was related to our
ability to fill and package cartridges for the MedTone inhaler. We anticipate that our facility may need to undergo another successful pre-approval
inspection related to our ability to fill and package cartridges for the next-generation inhaler before the FDA is able to approve the NDA for
AFREZZA.

Currently, our insulin inventory is from two sources. In November 2007, we entered into a long-term supply agreement with N.V. Organon, or
Organon, now a subsidiary of Merck & Co., Inc., pursuant to which Organon would manufacture and supply specified quantities of recombinant
human insulin to us. Under the terms of this supply agreement, we had the right to terminate the agreement upon 30 days' advance written notice to
Organon if the FDA fails to approve AFREZZA. In connection with the January 2011 Complete Response letter that we received from the FDA, on
February 8, 2011, we gave 30 days' written notice to Organon to terminate the supply agreement effective March 10, 2011. As a result of the
termination of the agreement. Organon is not entitled to make (and we are not obliged to accept) any deliveries of insulin for which a delivery date
under a purchase order has not yet passed, which includes all purchase orders previously placed for 2011 shipments. However, pursuant to the terms
of the supply agreement, we may be required to pay Organon a termination fee if Organon is unable to sell certain quantities of insulin to other
parties under commercially viable terms within 12 months after termination. While we cannot determine at this time the amount of the termination
fee, if any, that we may have to pay to Organon, we estimate that the maximum amount of the termination fee is approximately $40.1 million based
on the applicable exchange rate and purchase price at the time the termination notice was sent. We must rely on our insulin supplier to maintain
compliance with relevant regulatory requirements including current Good Manufacturing Practices, or cGMP.

In June 2009, we acquired a quantity of bulk insulin from Pfizer Manufacturing Frankfurt GmbH, a subsidiary of Pfizer Inc., or Pfizer, as well as
Pfizer's rights under a license to manufacture insulin for pulmonary delivery. In addition, we acquired an option to purchase additional insulin
inventory, in whole or in part, at a specified price, to the extent it remains available.
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We are in the process of qualifying a manufacturer to supply us with our next-generation inhaler and the corresponding cartridges. We rely on our
manufacturers to comply with relevant regulatory requirements, including compliance with Quality System Regulations, or QSRs.

Currently, we purchase the raw material from which we produce Technosphere particles from a major chemical manufacturer with facilities in
Europe and North America. We also have the capability of manufacturing this chemical ourselves in our Danbury facility, which is treated as a back-
up facility. Like us, our third-party manufacturers are subject to extensive governmental regulation.

INTELLECTUAL PROPERTY AND PROPRIETARY TECHNOLOGY

Our success will depend in large measure on our ability to obtain and enforce our intellectual property rights, effectively maintain our trade
secrets and avoid infringing the proprietary rights of third parties. Our policy is to file patent applications on what we deem to be important
technological developments that might relate to our product candidates or methods of using our product candidates and to seek intellectual property
protection in the United States, Europe, Japan and selected other jurisdictions for all significant inventions. We have obtained, are seeking, and will
continue to seek patent protection on the compositions of matter, methods and devices flowing from our research and development efforts. We have
also in-licensed certain technology.

Our Technosphere drug delivery platform, including AFREZZA, enjoys patent protection relating to the particles, their manufacture, and their
use for pulmonary delivery of drugs. We have additional patent coverage relating to the treatment of diabetes using AFREZZA. We have been
granted patent coverage for our inhaler and cartridges in the form in which our insulin product will be sold to the consumer. We have additional
pending patent applications, and expect to file further applications, relating to the drug delivery platform, methods of manufacture, the AFREZZA
product and its use, and other Technosphere-based products, inhalers and inhaler cartridges. Overall, we own 102 issued utility patents, 74 issued
design patents and over 240 pending applications in the United States and selected jurisdictions around the world related to our Technosphere
platform. These include composition and method of treatment patents providing protection for AFREZZA that will remain in force into 2020, and
patents on our inhaler and inhaler cartridges that will remain in force into 2023.

In addition, we own or have in-licensed intellectual property relating to several drug targets of interest in the treatment of cancer and other fields.
Patents and patent applications in this area are drawn to drug screening methods, methods of treatment, and chemical structures of inhibitors of these
targets. Our cancer immunotherapy program is built on proprietary methods for the selection, design and administration of epitopes, as well as the
plasmids and peptides that are the active ingredients of our product candidates. Overall, we own 55 issued patents and over 230 pending applications
in the United States and selected jurisdictions around the world related to our immunotherapy program.

The fields of pulmonary drug delivery and cancer therapies are crowded and a substantial number of patents have been issued in these fields. In
addition, because patent positions can be highly uncertain and frequently involve complex legal and factual questions, the breadth of claims obtained
in any application or the enforceability of issued patents cannot be confidently predicted. Further, there can be substantial delays in commercializing
pharmaceutical products, which can partially consume the statutory period of exclusivity through patents.

In addition, the coverage claimed in a patent application can be significantly reduced before a patent is issued, either in the United States or
abroad. Statutory differences in patentable subject matter may limit the protection we can obtain on some of our inventions outside of the United
States. For example, methods of treating humans are not patentable in many countries outside of the United States. These and other issues may limit
the patent protection we will be able to secure internationally. Consequently, we do not know whether any of our pending or future patent
applications will result in the issuance of patents or, to the extent patents have bee