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Dear Fellow Stockholders

2009 was significant year for

Allos as we achieved an important

corporate milestone by obtaining

FDA accelerated approval on

September 24 2009 for FOLOTYN

pralatrexate injection for use as

single agent for the treatment of

patients with relapsed or refractory

peripheral T-cell lymphoma PTCL

We believe the approval was

transformative event for Allos as

it marked our emergence as

commercial biopharmaceutical

company

10000 people living with relapsed

or refractory PTCL in the U.S Further

as part of our commitment to patients

we have also established patient

assistance program named ASAP

Allos Support for Assisting Patients

Moving forward we are dedicated

to driving our strategic life-cycle

development plan for FOLOTYN

with the intent to extend FOLOTYNs

commercial opportunity and build

additional value for our company

UNIQUE OPPORTUNITY

TO CHANGE CANCER CARE

PTCL comprises biologically diverse

group of aggressive blood cancers

that have poor prognosis According

to the clinical literature patients with

PTCL have an overall five-year survival

rate of approximately 25% to 40%

depending on sub-type There are

currently no pharmaceutical agents

approved for the treatment of first-

line PTCL and prior to the recent

approval of FOLOTYN there were no

pharmaceutical agents approved for

the treatment of patients with relapsed

or refractory PTCL In addition to those

PTCL patients who do not respond

to first-line treatment significant

number of first-line multi-agent

chemotherapy responders relapse

after treatment

Recognizing this high unmet medical

need we have assembled U.S

commercial organization that is

dedicated to supporting physician

utilization and improving patient

access to FOLOTYN for the estimated

to provide reimbursement resources

for the uninsured underinsured and

insured patients and reimbursement

support for health care professionals

We believe that we have made

significant strides in engaging the

PTCL community by educating health

care professionals and communicating

the features and benefits of FOLOTYN

for relapsed or refractory PTCL

We are excited about the future of

FOLOTYN in this patient population

PRIORITIZED PLAN TO OPTIMIZE

FOLOTYNS POTENTIAL

The approval of FOLOTYN in the U.S

for patients with relapsed or refractory

PTCL is significant and important

foundation upon which to expand

into new markets and to explore

FOLOTYNs utility
in other high-

potential hematologic malignancies

and solid tumors either as single

agent or in combination with other

therapies

through potential expanded

indications in both the U.S and

abroad As part
of our ongoing

commitment to the T-cell lymphoma

community we plan to conduct two

randomized international Phase

trials to advance the treatment of

T-cell lymphoma

The first trial which we intend to

initiate in 2010 is randomized

Phase study investigating single

agent FOLOTYN as sequential

therapy in previously untreated

patients with PTCL who have

demonstrated response to CHOP

or CHOP-like regimen If positive

this trial may form the basis of

supplemental New Drug Application

or sNDA for FOLOTYN in the first-

line PTCL setting in the U.S

The second trial is randomized

Phase study comparing FOLOTYN in

combination with systemic bexarotene

versus systemic bexarotene alone

in patients with cutaneous T-cell

lymphoma CTCL who are refractory

We believe that we have made signficant strides in engaging

the PTCL community by strengthening relationships educating

health care proftssionals and communicating the features and

benefits ofFOLOTYNfor relapsed or refractoy PTcL



to at least one prior systemic therapy

Prior to the initiation of the Phase

study we will conduct Phase study

to determine the maximum tolerated

dose of the combination We plan

to initiate the Phase portion in 2010

Similar to PTCL we believe CTCL may

represent another important global

market opportunity for FOLOTYN

In addition we intend to continue

evaluating FOLOTYN as single

agent and in combination therapy

regimens in
range of other

hematologic malignancies and solid

tumors We currently have ongoing

studies evaluating FOLOTYN in

patients with relapsed or refractory

B-cell lymphoma non-Hodgkins

lymphoma or Hodgkins lymphoma

advanced non-small cell lung cancer

and bladder cancer

GLOBAL COMMITMENT

TO PATIENTS

We retain exclusive worldwide

rights for both development and

commercialization of FOLOTYN in

all indications As in the U.S we

believe there is high unmet medical

need in Europe and Japan for patients

with relapsed or refractory PTCL

Based on the results of the PROPEL

trial we intend to seek regulatory

approval to market FOLOTYN in

Europe for the treatment of
patients

with relapsed or refractory PTCL

Our current intention is to submit

Marketing Authorization Application

or MAA to the European regulatory

authorities in the fourth quarter of

2010 We also continue to engage in

discussions with key opinion leaders

regulatory aqencies and consultant

organizations to define registration

strategies in Japan and additional

markets globally

We remain opportunistically-focused

on business development activities

outside the U.S and our intent is to

evaluate those partnerships that we

believe are in the best interest of our

company customers and stockholders

In addition to our product

developmen and commercialization

activities in December 2009 we

initiated the COMPLETE registry

which is first-of-its-kind global

observational study that will enroll

patients with newly-diagnosed PTCL

and obtain data regarding longitudinal

treatment patterns and outcomes

We are committed to this important

initiative and believe that the data

obtained will help practitioners

optimize treatment for patients

with aggressive PTCL

THE PATH AHEAD

This is an exciting time in Allos

corporate
evolution We have

an important opportunity to serve

patients and their caregivers and

to ensure rapid and widespread

access to FOLOTYN for the

treatment of patients with relapsed

or refractory PTCL We take this

responsibility seriously and are

committed to working diligently

to make this rappen

With prioritized product

development and commercialization

plan for FOLOTYN and exclusive

worldwide rights to FOLOTYN for

all indications we believe we have

established strong foundation for

continued progress We look forward

to keeping you apprised of our

progress throughout the year

The path ahead much like the

path we took to get here cannot be

chartered alone We would like to

thank everyone involved in bringing

FOLOTYN to market our dedicated

and passionate employees all of the

patients who have participated in our

clinical trials our collaborators

investigators physicians and nurses

as well as our stockholders who

support the company and share our

relentless commitment to bringing

new oncology treatments to market

Sincerely

Paul Berns

President and Chief Executive Officer

May 112010
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PART

Allos Therapeutics Inc the A/los Therapeutics Inc logo FOLOTYN the FOLOTYN logo and all

other A/los names are trademarks of Al/os Therapeutics Inc in the United States and in other selected

countries All other brand names or trademarks appearing in this report are the properly of their respective

holders Unless the context requires otherwise references in this report to Al/os the Company we
us and our refer to A/los Therapeutics Inc

This report
contains forward-looking statements within the meaning of Section 27A of the Securities

Act of 1933 as amended and Section 21E of the Securities Exchange Act of 1934 as amended These

forward-looking statements include but are not limited to statements regarding our commercialization of

FOLOTYN for patients with relapsed or refractoty peripheral T-cell lymphoma our projected time/me to

present and the potential implications of the top line results from our Phase 2b trial comparing FOLOTYN

and erlotinib in patients with advanced non-small cell lung cancer our intent and projected time/me to

submit Marketing Authorization Application or MAA for FOLOTYN in Europe our projected operating

costs and expenses for fiscal year 2010 other statements regarding our future product development and

regulatoty strategies including our intent to develop or seek regulatoiy approval for FOLOTYN for

additional indications the ability of our third-party manufacturers to support our requirements for drug

supply any statements regarding our future financial performance results of operations or sufficiency of

capital resources to fund our operating requirements and any other statements that are other than

statements of historical fact In some cases these statements may be identified by terminology such as

may will should expects plans anticipates believes estimates predicts potential or

continue or the negative of such terms and other comparable terminology Although we believe that the

expectations reflected in the forward-looking statements contained herein are reasonable we cannot

guarantee future results levels of activity performance or achievements These statements involve known and

unknown risks and uncertainties that may cause our or our industtys results levels of activity performance

or achievements to be materially different from those expressed or implied by the forward-looking statements

Factors that may cause or contribute to such differences include among other things those discussed under

the captions Business Risk Factors and Managements Discussion and Analysis of Financial

Condition and Results of Operations Forward-looking statements not specifically described above a/so may

be found in these and other sections of this report All forward-looking statements included in this report are

based on information available to us as of the date hereof and we undertake no obligation to revise any

forward-looking statements in order to reflect any subsequent events or circumstances You are advised

however to consult any further disclosures we make on related subjects in our Quarterly Reports on

Form 10-Q Current Reports on Form 8-K and our website

ITEM BUSINESS

We incorporated in the Commonwealth of Virginia on September 1992 as HemoTech

Sciences Inc and filed amended Articles of Incorporation to change our name to Allos

Therapeutics Inc on October 19 1994 We reincorporated in Delaware on October 28 1996 We

completed our initial public offering in 2000 and our shares are listed on the NASDAQ Global Market

where our symbol is ALTH Our corporate headquarters are located in Westminster Colorado

suburb of Denver Our mailing address is 11080 CirciePoint Road Suite 200 Westminster Colorado

80020 Our website address is wwwa//os.com however information found on our website is not

incorporated by reference into this report We operate as single business segment

Corporate Overview and Business Strategy

We are biopharmaceutical company committed to the development and commercialization of

innovative anti-cancer therapeutics Our goal is to build profitable company by generating income

from products we develop and commercialize either alone or with one or more potential strategic



partners We strive to develop proprietary products that have the potential to improve the standard of

care in cancer therapy

We are currently focused on the development and commercialization of FOLOTYNTM pralatrexate

injection FOLOTYN is targeted antifolate inhibitor designed to accumulate preferentially in cancer

cells FOLOTYN targets the inhibition of dihydrofolate reductase or DHFR an enzyme critical in the

folate pathway thereby interfering with DNA and RNA synthesis and triggering cancer cell death

FOLOTYN can be delivered as single agent for which we currently have approval for the treatment

of patients with relapsed or refractory peripheral T-cell lymphoma or PTCL and has the potential to

be used in combination therapy regimens We believe that FOLOTYNs unique mechanism of action

offers us the ability to target the drug for development in variety of hematological malignancies and

solid tumor indications We currently retain exclusive worldwide commercial rights to FOLOTYN for

all indications We may also seek to grow our product portfolio through product acquisition and

in-licensing efforts

On September 24 2009 the U.S Food and Drug Administration or FDA granted accelerated

approval of FOLOTYN for use as single agent for the treatment of patients with relapsed or

refractory PTCL This approval was based on overall response rate from our pivotal PROPEL trial

Clinical benefit such as improvement in progression-free survival or overall survival has not been

demonstrated FOLOTYN represents our first drug approved for marketing in the United States

FOLOTYN is the first and only drug approved by the FDA for this indication and represents new
treatment option for patients with relapsed or refractory PTCL In connection with the accelerated

approval we are required to conduct several post-approval studies We began making FOLOTYN
available for commercial sale in the United States on October 2009 and commenced our commercial

launch in January 2010 with approximately 50 sales specialists



In addition to relapsed or refractory PTCL we are currently evaluating FOLOTYN in number of

other hematologic malignancies and solid tumors The following table summarizes the target indications

and clinical development status of the FOLOTYN development program

Line of Therapy/Indication Phase Status

HEMATOLOGIC MALIGNANCIES

Peripheral T-cell Lymphoma

line PROPEL Pivotal Study FDA accelerated approval on 9/24/09

Commercial launch in January 2010

1St Line CHOP sequential study Planned initiation in 2010

Cutaneous T-cell Lymphoma

Line Single agent study in relapsed or Expansion cohort at optimal dose enrolling

refractory CTCL

2nd Line Bexarotene combination 1/3 Phase MTD study to begin in 2010

bexarotene FOLOTYN

Lymphoma

Line non-Hodgkins lymphoma 1/2a Phase 2a patient enrollment ongoing

combination FOLOTYN gemcitabine

Line B-cell non-Hodgkins lymphoma Patient enrollment ongoing

SOLID TUMORS

Non-Small Cell Lung Cancer

2nd 3rd Line Current or former smokers 2b Enrollment complete top line results

Stage IIIB/IV FOLOTYN vs erlotinib expected 02 2010

Bladder Cancer

Line Metastatic relapsed transitional cell Patient enrollment ongoing

carcinoma TCC of the urinary bladder

These studies are required by the FDA as condition of the accelerated approval of FOLOTYN

for the treatment of patients with relapsed or refractory PTCL and must verify the clinical benefit

of FOLOTYN

Our goal is to build profitable company by generating income from products we develop and

commercialize either alone or with one or more potential strategic partners The key elements of our

strategy are to

Drive sales of FOLOTYN in the United States We have established commercial organization to

drive sales of FOLOTYN in the United States We began making FOLOTYN available for

commercial sale in the United States on October 2009 and commenced our commercial

launch in January 2010 with approximately 50 sales specialists We believe the U.S market for

relapsed or refractory PTCL is addressable with targeted sales and marketing organization

and we intend to promote FOLOTYN ourselves in the United States

Obtain regulatory approval to market FOLOTYN in foreign jurisdictions We currently retain

exclusive worldwide commercial rights to FOLOTYN for all indications Based on the results of

the PROPEL trial we intend to seek regulatory approval to market FOLOTYN in Europe for

the treatment of patients with relapsed or refractory PTCL Our current intention is to submit

Marketing Authorization Application or MAA in Europe in the fourth quarter of 2010 We

may also seek regulatory approval to market FOLOTYN in Japan and other countries We



intend to enter into co-promotion or out-licensing arrangements with partners where necessary

to reach foreign market segments and when deemed strategically and economically advisable

Advance our FOLOTYN development program We are committed to evaluating FOLOTYN for

oncology use as single agent and in combination with other therapies We currently have

ongoing clinical trials involving FOLOTYN in multiple indications and plan to initiate additional

trials in the future to evaluate FOLOTYNs potential utility in other hematologic malignancies

and solid tumor indications

Focus on the oncology market We intend to continue to focus our drug development and

commercialization efforts on the oncology market We believe the oncology market is attractive

due to its size demand for safer and more effective cancer treatments relatively small physician

population that can be addressed with targeted sales force and potential for expedited

regulatory review

Expand our product portfolio We may pursue opportunities from time to time to expand our

product portfolio by identifying and evaluating new compounds that have demonstrated potential

in preclinical or clinical studies and are strategically aligned with our existing oncology portfolio

Our intent is to build portfolio of proprietary product candidates that have the potential to

improve the standard of care in cancer therapy and provide commercial regulatory or

geographic exclusivity

FOLOTYNTM pralatrexate injection

FOLOTYN is targeted antifolate inhibitor designed to accumulate preferentially in cancer cells

Based on preclinical studies we believe that FOLOTYN selectively enters cells expressing RFC-1
protein that is over expressed on cancer cells compared to normal cells Once inside cancer cells

FOLOTYN is efficiently polyglutamylated which makes it less susceptible to efflux-based drug

resistance and leads to high intracellular drug retention Inside the cell FOLOTYN targets the

inhibition of DHFR an enzyme critical in the folate pathway thereby interfering with DNA and RNA
synthesis and triggering cancer cell death

The antimetabolites including antifolates such as FOLOTYN are group of low-molecular weight

compounds that exert their effect by virtue of their structural or functional similarity to naturally

occurring molecules involved in DNA synthesis Because the cell mistakes them for normal

metabolite the antimetabolites either inhibit critical enzymes involved in DNA synthesis or become

incorporated into the nucleic acid producing incorrect codes Both mechanisms result in inhibition of

DNA synthesis and ultimately cell death Because of their primary effect on DNA synthesis the

antimetabolites are most effective against actively dividing cells and are largely cell-cycle phase specific

There are three classes of antimetabolites purine analogs pyrimidine analogs and folic acid analogs
also termed antifolates FOLOTYN is folic acid analog

The selectivity of antifolates for tumor cells involves their conversion to polyglutamated form by
the enzyme folypolyglutamyl synthetase Polyglutamation is time- and concentration-dependent

process that occurs in tumor cells and to lesser extent normal tissue The selective activity of the

folic acid analogs in malignant cells versus normal cells likely is due to the relative difference in

polyglutamate formation Polyglutamated metabolites have prolonged intracellular half-life increased

duration of drug action and are potent inhibitors of several folate- dependent enzymes including

DHFR

We believe that the resistance of malignant cells to the effects of the folic acid analogs may in

part be due to impaired polyglutamation We believe the improved antitumor effects of FOLOTYN in

comparison to methotrexate as observed in preclinical studies is likely due to the more effective



uptake and transport of FOLOTYN into the cell followed by the greater accumulation of FOLOTYN

and its metabolites within the tumor cell through the formation of the polyglutamated derivatives

FOLOTYN Approved for the Treatment of Patients with Relapsed or Refractory PTCL

On September 24 2009 the FDA granted accelerated approval of FOLOTYN for use as single

agent for the treatment of patients with relapsed or refractory PTCL FOLOTYN is the first and only

drug approved by the FDA for this indication and represents new treatment option for patients
with

relapsed or refractory PTCL We began making FOLOTYN available for commercial sale in the United

States on October 2009 and commenced our commercial launch of FOLOTYN in January 2010

T-cell lymphoma comprises biologically diverse group of blood cancers that account for

approximately 10 to 15 percent
of all cases of non-Hodgkins lymphoma or NHL in the United States

According to the American Cancer Society an estimated 66000 new cases of NHL were expected to be

diagnosed in the United States in 2009 We estimate the incidence of newly diagnosed PTCL in the

United States in 2010 to be approximately 5900 patients In addition we estimate the prevalence of

PTCL in the United States to be approximately 20900 patients including approximately 10300 patients

with relapsed or refractory PTCL There are currently no pharmaceutical agents approved for use in

the treatment of first-line PTCL and prior to the recent approval of FOLOTYN there were no

pharmaceutical agents approved for use in the treatment of patients with relapsed or refractory PTCL

In addition to those PTCL patients who do not respond to first-line treatment significant number of

first-line multi-agent chemotherapy responders relapse after treatment According to the clinical

literature patients with PTCL have an overall five-year survival rate of approximately 25% to 40%

depending on sub-type

We have established commercial organization including sales marketing supply chain

management and reimbursement capabilities to drive sales of FOLOTYN in the United States

Currently our commercial organization includes approximately 50 sales specialists We believe the U.S

market for relapsed or refractory PTCL is addressable with targeted sales and marketing

organization and we intend to promote FOLOTYN ourselves in the United States

We have also established the Allos Support for Assisting Patients or ASAP program to facilitate

access to FOLOTYN by providing reimbursement resources to uninsured underinsured and insured

patients and reimbursement support to healthcare providers In addition through the ASAP program

indigent patients who are not eligible for reimbursement may obtain free drug

In October 2009 the National Comprehensive Cancer Network or NCCN updated its Clinical

Practice Guidelines in OncologyTM for Non-Hodgkins Lymphomas to include FOLOTYN as

suggested treatment regimen for all patients with second-line PTCL NCCN is recognized by the

Centers for Medicare and Medicaid Services and private payers as mandated reference for oncology

coverage policies Managed care medical directors pharmacy benefit directors and other healthcare

professionals also reference NCCN compendia when making treatment and reimbursement decisions

FOLOTYN was approved by the FDA based on the results from PROPEL an open-label

single-arm multi-center international clinical trial that enrolled 115 patients with relapsed or refractory

PTCL 109 of whom were considered evaluable for efficacy according to the trial protocol Patients

were considered evaluable if they received at least one dose of FOLOTYN their diagnosis of PTCL

was confirmed by independent pathology review and they had relapsed or refractory disease after at

least one prior treatment Patients were treated with FOLOTYN at 30 mg/rn2 once weekly by

intravenous push over 3-5 minutes for weeks in 7-week cycles until disease progression or

unacceptable toxicity In addition patients received rng of vitamin B12 intramuscularly every

8-10 weeks and 1.0-1.25 mg of folic acid orally on daily basis



The primary efficacy endpoint of the trial was overall response rate complete response complete

response unconfirmed and partial response as assessed by International Workshop Criteria or IWC
The key secondary efficacy endpoint was duration of response Response assessments were scheduled at

the end of cycle and then
every

other cycle every 14 weeks Duration of response was measured

from the first day of documented response to disease progression or death Response and disease

progression were evaluated by independent central review using the IWC The results of the trial

demonstrated that 29 of 109 evaluable patients or 27% responded to FOLOTYN The median

duration of response was 287 days or 9.4 months range 1-503 days Thirteen of 109 evaluable patients
had duration of response greater-than or equal to 14 weeks range 98-503 days The most common
grade 3/4 adverse events were thrombocytopenia which was observed in 33% of patients mucositis in

21% of patients neutropenia in 20% of patients and anemia in 17% of patients

In December 2009 updated results from the PROPEL trial were presented at the 51St Annual

Meeting of the American Society of Hematology The updated results demonstrated that patients
treated with FOLOTYN achieved an overall response rate of 29% 32 of 109 evaluable patients with

63% of patients responding within the first cycle of therapy The median duration of response was
10.1 months and median overall survival was 14.5 months

The FDA has awarded orphan drug status to FOLOTYN for the treatment of patients with T-cell

lymphoma which includes patients with
relapsed or refractory PTCL Orphan drug designation is

granted by the FDA to drugs intended to treat rare disease or condition which for this program is

defined as having prevalence of less than 200000 individuals in the United States Under the U.S

Orphan Drug Act the first company to receive FDA approval for an orphan drug for designated

indication obtains seven years of marketing exclusivity during which the FDA may not approve another

companys application for the same orphan drug for the same orphan indication Because the FDA
approved pralatrexate which we market as FOLOTYN for the treatment of patients with relapsed or

refractory PTCL subset of T-cell lymphoma we expect to receive seven years of marketing exclusivity
for that indication However if competitive product that is the same as FOLOTYN as defined under

the applicable regulations is shown to be clinically superior to our product in the treatment of patients
with relapsed or refractory PTCL or if

competitive product is different from FOLOTYN as defined

under the applicable regulations the orphan drug exclusivity we have obtained may not block the

approval of such competitive product

FOLOTYN Post-approval Clinical Studies

FOLOTYN was approved for the treatment of patients with relapsed or refractory PTCL under

the FDAs accelerated approval program which allows the FDA to approve products for cancer or

other
life-threatening diseases based on initial positive clinical data As condition of approval we are

required to conduct the following post-approval studies that are intended to verify and describe

FOLOTYNs clinical benefit in patients with T-cell lymphoma and assess whether FOLOTYN poses
serious risk of altered drug levels resulting from organ impairment

Phase multi-center randomized clinical study of sequential FOLOTYN versus observation in

patients with newly diagnosed aggressive PTCL who have responded following initial treatment

with chemotherapy based on CHOP cyclophosphamide doxorubicin vincristine and

prednisone Patients will be enrolled prior to initiation of the CHOP-based regimen Patients

responding either complete response or partial response after CHOP-based treatment will

be randomized 21 to FOLOTYN versus observation We plan to initiate this study in 2010 and

have agreed to submit the results of this study to the FDA by June 30 2017

Phase multi-center randomized clinical study comparing FOLOTYN in combination with

systemic bexarotene versus systemic bexarotene alone in patients with cutaneous T-cell

lymphoma or CTCL who are refractory to at least one prior systemic therapy Prior to initiation



of the Phase study we will conduct Phase study to determine the maximum tolerated dose

of the combination We plan to initiate the Phase study in 2010 and have agreed to complete

the Phase study by August 31 2011 We have also agreed to submit the results of the Phase

study to the FDA by September 30 2015

Phase clinical study to evaluate the pharmacokinetics of FOLOTYN in relapsed or refractory

lymphoma patients B-cell T-cell and Hodgkins lymphorna with mild to severe renal

impairment The trial will have three cohorts of six patients for total of 18 patients Cohorts

will be based on the severity of renal impairment severely impaired moderately impaired and

mildly impaired The FOLOTYN dose for the first two cohorts will be determined based on the

pharmacokinetics experience from the PROPEL study and the third cohort will be dosed at the

recommended dose 30 mg/rn2 We have agreed to submit the results of this study to the FDA

by January 31 2013

completion of an ongoing Phase mass balance clinical study to evaluate the excretion and

metabolic profile of FOLOTYN We have agreed to submit the results of this study to the FDA

by December 31 2010

The final design of the Phase studies including number of patients
clinical endpoints and other

study details remains subject to review and approval by the FDA Failure to complete these

post-approval studies or adhere to the timelines set by the FDA could result in penalties including

fines or withdrawal of FOLOTYN from the market unless we are able to demonstrate good cause for

not completing the studies or adhering to the timelines The FDA may also initiate proceedings to

withdraw approval if our Phase post-approval studies fail to verify the clinical benefit of FOLOTYN

Further the FDA may require us to strengthen the warnings and precautions section of the FOLOTYN

package insert based on the results of the Phase studies

FOLOTYN Clinical Development Program

We are developing FOLOTYN both as single agent and in combination therapy regimens in

variety of hematologic malignancies and solid tumor indications The following investigational trials

involving FOLOTYN are currently ongoing

Phase open-label multi-center trial of FOLOTYN in patients with relapsed or refractory

CTCL

Phase 1/2a open-label multi-center trial of FOLOTYN and gemcitabine in patients with

relapsed or refractory NHL and Hodgkins lymphoma

Phase open-label single-arm multi-center trial of FOLOTYN in patients with relapsed or

refractory B-cell non-Hodgkins lymphoma

Phase 2b randomized international multi-center trial comparing FOLOTYN and erlotinib in

or line patients with Stage TuB/TV NSCLC who are or have been cigarette smokers who

have failed treatment with at least one prior platinum-based chemotherapy regimen and

Phase open-label single-arm multi-center trial of FOLOTYN in patients with advanced or

metastatic relapsed transitional cell carcinoma or TCC of the urinary bladder

Cutaneous T-Cell Lymphoma

Cutaneous T-cell lymphorna or CTCL is comprised of number of indolent non-Hodgkins T-cell

lymphomas including mycosis fungoides and Sezary syndrome which have their primary manifestations

in the skin According to the Lymphoma Research Foundation CTCL accounts for approximately 2%

to 3% of the estimated 66000 new cases of NHL diagnosed each year in the United States According

to the Cutaneous Lymphoma Foundation the prevalence of CTCL in the United States is estimated

between 16000 and 20000 cases



In August 2007 we initiated patient enrollment in Phase open-label multi-center study of

FOLOTYN with vitamin B12 and folic acid supplementation in patients with relapsed or refractory

CTCL In this study patients with either relapsed or refractory CTCL receive FOLOTYN as part of

weekly schedule for two or three weeks followed by one week of rest In the Phase dose de-escalation

portion patients received starting dose of FOLOTYN at 30 mg/rn2 with dose reduction in subsequent
cohorts to identify an optimal dose for patients with CTCL based on tolerability and efficacy

In December 2009 interim data from this study were presented at the 51st Annual Meeting of the

American Society of Hematology Data were presented on 31 patients with relapsed or refractory

CTCL who had received median of prior systemic therapies The dosing regimen of 15 mg/m2
weekly for three weeks out of four-week cycle was determined to be the optimal starting dose and

schedule that provided activity with tolerability In this dose de-escalating study 18 patients received

FOLOTYN at the optimal dose or higher Responses were observed in 11 of these 18 patients or 61%
In the overall study which included doses lower than the optimal dose responses were observed in 12

of 31 patients or 39% including two complete responses and nine partial responses in patients who
received FOLOTYN No Grade adverse events were observed The most common Grade adverse

event was stomatitis or mouth ulcers 13% The incidence of hematological adverse events were low

with thrombocytopenia 3% and neutropenia 3% observed in one patient The most common
adverse events any grade were nausea 52% and fatigue 48%

We recently completed enrollment in an expansion cohort of 23 patients at the optimal dose of

15 mg/rn2 weekly for three weeks out of four-week cycle Patient follow-up is ongoing

Non-Hodgkins Lymphoma and Hodgkin Lymphoma

According to the American Cancer Society an estimated 66000 new cases of NHL were expected
to be diagnosed in the United States in 2009 Approximately 85% of NHL patients represent patients

with B-cell lymphoma Based on data from the American Cancer Society we estimate the incidence of

NHL has grown approximately 4.0% annually from 2005 through 2009 Patients with indolent or

low-grade NHL may have survival rates as long as 10 years yet the disease is frequently incurable

Aggressive lymphomas generally result in shorter median survival times although patients with these

malignancies can be cured in 30 to 60% of cases

In May 2007 we initiated patient enrollment in Phase 1/2a open-label multi-center study of

FOLOTYN and gemcitabine with vitamin B12 and folic acid supplementation in patients with relapsed

or refractory NHL or Hodgkins lymphorna In the Phase portion of this study patients with either

relapsed or refractory NHL or Hodgkins lymphoma received FOLOTYN either concurrently on the

same day with or followed on sequential days by gerncitabine as part of weekly schedule for three or

four weeks or every two weeks with concurrent vitamin B12 and folic acid supplementation We enrolled

35 evaluable patients in the Phase portion of the study with the objective of determining the

maximum tolerated dose or MTD safety tolerability and pharmacokinetic profile of escalating doses

of sequential or same day administration of FOLOTYN and gemcitabine The MTD for the sequential

dosing regimen was determined to be 10 mg/rn2 of FOLOTYN followed on sequential days by 400 mgI
m2 of gemcitabine in an every two week schedule The MTD for the same day regimen was determined

to be 15 mg/rn2 of FOLOTYN and 600 mg/m2 of gemcitabine in an every two week schedule The
Phase 2a portion of the trial is currently ongoing and will seek to enroll up to 90 patients with relapsed

or refractory B-cell NHL PTCL or Hodgkins lymphoma at the established MTDs to assess preliminary

efficacy of FOLOTYN and gemcitabine in both the sequential and same-day dosing regimens

In December 2009 updated results from this study were presented at the 51st Annual Meeting of

the American Society of Hematology Data were presented on 35 patients 33 of whom were evaluable

for response Patients with relapsed or refractory NHL and Hodgkins lymphoma were administered

combination of FOLOTYN and gemcitabine according to three regimens on the same day every two
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weeks on sequential days every two weeks or on sequential days once weekly for three weeks of four

week cycle These data demonstrated that treatment with FOLOTYN and gemcitabine is feasible with

acceptable toxicity when administered on an every two week schedule The dose administered of each

drug is higher when given on the same day schedule as compared to treating on sequential day

schedule In this dose ranging study preliminary results showed activity of the combination of

FOLOTYN and gemcitabine in lymphoid malignancies with 24% overall response rate in this heavily

pretreated population

In September 2009 we initiated patient enrollment in Phase open-label single-arm multi-

center trial of FOLOTYN in patients with relapsed or refractory B-cell NHL This trial will seek to

enroll approximately 27 evaluable patients in up to 10 investigative sites worldwide The primary

endpoint of the study is objective response rate complete and partial response as assessed by IWC

Secondary endpoints include duration of response progression-free survival overall survival and the

safety and tolerability of FOLOTYN

In October 2008 the FDA granted orphan drug designation to FOLOTYN for the treatment of

patients with follicular lymphoma and for the treatment of patients with diffuse large B-cell lymphoma

Non-Small Cell Lung Cancer

Lung cancer is the most common cause of cancer death in the United States According to the

American Cancer Society an estimated 219440 new cases of lung cancer were expected to be

diagnosed in the United States in 2009 NSCLC is the most common type of lung cancer accounting

for approximately 85% of lung cancer cases according to the American Cancer Society More people

die of lung cancer than of breast prostate and colorectal cancers combined

In January 2008 we initiated patient enrollment in Phase 2b randomized international multi-

center study comparing FOLOTYN and erlotinib in 2nd or 3rd line patients with Stage IIIB/IV NSCLC

who are or have been cigarette smokers who have failed treatment with at least one prior platinum-

based chemotherapy regimen We completed enrollment of this study in July 2009 with 201 patients

The study objective is to determine the treatment effect of both drugs in predefined patient cohorts

including light vs heavy smokers current vs former smokers squamous vs non-squamous histology

and patients who received prior pemetrexed vs those who have not The primary endpoint of the study

is overall survival Secondary endpoints include response rate and progression-free survival both

compared to erlotinib and the safety and tolerability of FOLOTYN The outcome of this study is

intended to inform the design of global Phase registration study Patients were randomized 11 to

either the FOLOTYN arm or the erlotinib arm Patients randomized to the FOLOTYN arm received

FOLOTYN as an intravenous or IV push administered on days and 15 of 4-week/28 day cycle The

initial dose of FOLOTYN was 190 mg/m2 which based on defined criteria may be increased to

230 mg/m2 or reduced in 40 mg/rn2 decrements Patients randomized to the erlotinib arm received

erlotinib 150 mg/day orally for the 4-week/28 day cycle Patients in both arms received concurrent

vitamin therapy of B12 and folic acid We currently expect to report top line results of the trial in the

second quarter of 2010 although the actual timing may vary based upon number of factors

Two prior clinical studies of FOLOTYN in NSCLC formed the basis of the ongoing randomized

Phase 2b study An open-label single-agent single-center Phase study of FOLOTYN in patients with

relapsed or refractory Stage TuB/TV NSCLC at dose of 135-150 mg/rn2 demonstrated response rate

of 11% median time to progression of three months and median survival time of 13.5 months The

most common grade or adverse event was stornatitis which occurred in 21% of the patients As

result of subsequent research that suggested supplementation of FOLOTYN with folic acid and vitamin

B12 may reduce the incidence of clinically significant stomatitis we initiated Phase dose escalation

study of FOLOTYN with vitamin B12 and folic acid supplementation in patients
with previously treated

Stage TuB/TV advanced NSCLC Tn September 2009 updated data from this trial were presented at the
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joint 15th Congress of the European CanCer Organization and 34th Congress of the European Society

for Medical Oncology The optimal dose of FOLOTYN with vitamin supplementation was determined

to be 190 mg/m2 every two weeks The safety profile was consistent with previous studies An overall

response rate of 10% was observed including two long duration complete remissions of 26 and

21 months with these patients still on therapy at the time of the presentation

Bladder Cancer

According to the American Cancer Society an estimated 70980 new cases of bladder cancer were

expected to be diagnosed in the United States in 2009 TCC is the most common form of bladder

cancer accounting for more than 97% of all bladder cancers There are currently no agents approved
in the United States for the treatment of advanced or metastatic relapsed TCC of the urinary bladder

In July 2008 we initiated patient enrollment in Phase open-label single-arm multi-center

study of FOLOTYN in patients with advanced or metastatic relapsed TCC of the urinary bladder The

primary endpoint of the study is objective response rate complete and partial response Secondary

endpoints include duration of response clinical benefit rate progression-free survival overall survival

and the safety and
tolerability of FOLOTYN The study will seek to enroll approximately 41 patients in

up to 20 investigative sites worldwide Patients receive FOLOTYN as an IV push administered on days

and 15 of 4-week/28 day cycle The initial dose of FOLOTYN is 190 mglm2 which may be adjusted

based on criteria defined in the protocol Patients receive concurrent vitamin therapy of B12 and folic

acid

In March 2009 the European Medicines Agency or EMA granted Orphan Medicinal Product

Designation to FOLOTYN for the treatment of patients with non-papillary TCC of the urinary bladder

The EMA Orphan Medicinal Product Designation is intended to promote the development of drugs

that may provide significant benefit to patients suffering from rare diseases identified as life-threatening

or very serious Under EMA guidelines Orphan Medicinal Product Designation provides ten years of

potential market exclusivity once the product is approved for marketing for the designated indication in

the European Union

Additional Indications

In addition to our ongoing NSCLC and bladder cancer studies we are evaluating the potential

future development of FOLOTYN for other solid tumor indications including Stage IV breast cancer

and recurrent/metastatic head and neck cancer among others There can be no assurances that we will

pursue the development of FOLOTYN for one or more of these indications or that such development
efforts will be ultimately successful

FOLOTYN Development and Product Availability Outside of the United States

We currently retain exclusive worldwide rights to develop and commercialize FOLOTYN for all

indications Based on the results of the PROPEL trial we intend to seek regulatory approval to market

FOLOTYN in Europe for the treatment of patients with relapsed or refractory PTCL Our current

intention is to submit an MAA in Europe in the fourth
quarter of 2010 We may also seek regulatory

approval to market FOLOTYN for the treatment of patients with relapsed or refractory PTCL in

Japan and other countries Similar to the United States there is high unmet medical need with no

approved agents in either Europe or Japan for the treatment of patients with relapsed or refractory

PTCL We intend to enter into co-promotion or out-licensing arrangements with other pharmaceutical
or biotechnology partners where necessary to reach foreign market segments and when deemed

strategically and economically advisable

Based on our internal research we estimate the incidence of newly diagnosed PTCL in the top five

European markets Germany France Italy Spain and the United Kingdom in 2010 to be
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approximately 6000 7000 patients with an estimated 4500 6000 211dline PTCL patients Likewise

based on our internal research we estimate the incidence of newly diagnosed PTCL in Japan in 2010

to be approximately 3700 4100 patients with an estimated 2800 3500 2-line PTCL patients

We currently provide healthcare professionals outside of the United States with access to

FOLOTYN through named patient program which is mechanism through which physicians can

legally and ethically prescribe investigational drugs under individual country-specific guidelines for

patients prior to marketing approval

The EMA has granted Orphan Medicinal Product Designation to FOLOTYN for the treatment of

PTCL

Manufacturing

The production of FOLOTYN employs small molecule organic chemistry procedures standard for

the pharmaceutical industry We outsource the manufacturing of FOLOTYN to third-party

manufacturers We have arrangements with one third-party manufacturer to produce FOLOTYN bulk

drug substance and two third-party manufacturers to produce FOLOTYN formulated drug product

Two of these third-party manufacturers supplied FOLOTYN drug product for our commercial sales

commencing in the fourth quarter
of 2009 We believe our third-party manufacturers have the

capability to meet our future clinical trial and commercial requirements although we cannot be assured

of this We are in the process
of establishing additional suppliers for the commercial production of

FOLOTYN bulk drug substance and formulated drug product Prior to receiving FDA approval of

FOLOTYN all costs related to purchases of the active pharmaceutical ingredient and the

manufacturing of FOLOTYN were recorded as research and development expense As such we have

established supplies of FOLOTYN bulk drug substance and formulated drug product that are not

recorded on our balance sheet as inventory

We plan to continue to outsource manufacturing responsibilities for FOLOTYN and any additional

future product candidates We believe this manufacturing strategy allows us to direct our financial and

managerial resources to the development and commercialization of products rather than to the

establishment of manufacturing infrastructure We believe it also enables us to minimize fixed costs

and capital expenditures while gaining access to advanced manufacturing process capabilities and

expertise However if our third party suppliers
become unable or unwilling to provide sufficient future

drug supply or meet regulatory requirements relating to the manufacture of pharmaceutical agents we

would be forced to incur additional expenses to secure alternative third party manufacturing

arrangements and may suffer delays in our ability to conduct clinical trials or commercialize

FOLOTYN or future products

Sales and Marketing

We have established commercial organization including sales marketing supply chain

management and reimbursement capabilities to drive sales of FOLOTYN in the United States

Currently our commercial organization includes approximately 50 sales specialists We believe the U.S

market for relapsed or refractory PTCL is addressable with targeted sales and marketing

organization and we intend to promote FOLOTYN ourselves in the United States for this and any

additional indications we may obtain in the future If we obtain regulatory approval to market

FOLOTYN in foreign jurisdictions for the treatment of patients with relapsed or refractory PTCL or

any other indications we may enter into co-promotion or out-licensing arrangements with other

pharmaceutical or biotechnology firms where necessary
to reach such foreign market segments and

when deemed strategically and economically advisable

13



Intellectual Property

We believe that patent protection and trade secret protection are important to our business and

that our future success will depend in part on our ability to maintain our technology licenses maintain

trade secret protection obtain and maintain
patents and operate without infringing the proprietary

rights of others both in the United States and abroad We believe that obtaining identical patents and

protection periods for given technology throughout all markets of the world will be difficult because

of differences in patent laws In addition the protection provided by non-U.S patents if any may be

weaker than that provided by U.S patents

In order to protect the confidentiality of our technology including trade secrets and know-how and

other proprietary technical and business information we require all of our employees consultants

advisors and collaborators to enter into confidentiality agreements that prohibit the use or disclosure of

confidential information The agreements also oblige our employees consultants advisors and

collaborators to assign or license to us ideas developments discoveries and inventions made by such

persons in connection with their work with us We cannot be sure that these agreements will maintain

confidentiality will prevent disclosure or will
protect our proprietary information or intellectual

property or that others will not independently develop substantially equivalent proprietary information

or intellectual property

The pharmaceutical industry is highly competitive and patents have been applied for by and issued

to other parties relating to products or new technologies that may be competitive with those being

developed by us Therefore FOLOTYN may give rise to claims that it infringes the patents or

proprietary rights of other parties now or in the future Furthermore to the extent that we our

consultants or manufacturing and research collaborators use intellectual property owned by others in

work performed for us disputes may also arise as to the rights to such intellectual
property or in

related or resulting know-how and inventions An adverse claim could subject us to significant liabilities

to such other parties and/or require disputed rights to be licensed from such other parties license

required under any such patents or proprietary rights may not be available to us or may not be

available on acceptable terms If we do not obtain such licenses we may encounter delays in product
market introductions or may find that we are prevented from the development manufacture or sale of

products requiring such licenses In addition we could incur substantial costs in defending ourselves in

legal proceedings instituted before
patent and trademark offices in the United States the European

Union or other ex-U.S territories or in suit brought against us by private party based on such

patents or proprietary rights or in suit by us asserting our patent or proprietary rights against

another party even if the outcome is not adverse to us

FOLOTYN License Agreement

In December 2002 we entered into license agreement with Memorial Sloan-Kettering Cancer

Center SRI International and Southern Research Institute as amended under which we obtained

exclusive worldwide rights to portfolio of patents and patent applications related to FOLOTYN and

its uses The portfolio currently consists of three issued patents in the United States two granted

patents in Europe and pending patent applications in the United States Canada Europe Australia

Japan China Brazil Indonesia India South Korea Mexico Norway New Zealand the Philippines

Singapore and South Africa The licensed patents and applications which expire at various times

between July 2017 and May 2025 contain claims covering FOLOTYN
substantially free of

10-deazaaminopterin methods to treat tumors with FOLOTYN substantially free of

10-deazaaminopterin treatment of breast lung and prostate cancer and leukemia with combination

of FOLOTYN and taxane treatment of T-cell lymphoma with FOLOTYN treatment of lymphoma
with combination of FOLOTYN and gemcitabine methods of assessing sensitivity of tumor to

FOLOTYN and other methods and compositions
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Under the terms of the agreement we paid an up-front license fee of $2.0 million upon execution

of the agreement and have made aggregate milestone payments of $2.5 million based on the passage of

time Additionally in May and September 2009 we made milestone payments of $1.5 million based on

the FDA accepting our New Drug Application for review and $5.8 million based on the FDA approval

to market FOLOTYN respectively The up-front license fee and all milestone payments under the

agreement prior to FDA approval to market FOLOTYN were recorded to research and development

expense as incurred The $5.8 million milestone payment based on the FDA approval was capitalized as

an intangible asset and is being amortized over the expected useful life of the composition of matter

patent for FOLOTYN which we expect to last until July 16 2022 The only remaining potential

milestone payment under the license agreement is for $3.5 million upon regulatory approval to market

FOLOTYN in Europe which if made would be capitalized and amortized over the expected useful

life In addition we will pay the licensors royalties based on graduated annual levels of net sales of

FOLOTYN to our distributors net of actual rebates and chargebacks or distributor sales which may
be different than our net product revenue recognized in accordance with U.S generally accepted

accounting principles or GAA or sublicense revenues arising from sublicensing the product if and

when such sales or sublicenses occur Royalties are 8% of annual distributor sales up to $150.0 million

9% of annual distributor sales of $150.0 million through $300.0 million and 11% of annual distributor

sales in excess of $300.0 million In 2009 our royalties were 8% of our net distributor sales

Customers

We sell FOLOTYN to limited number of pharmaceutical wholesale distributors or distributors

who then resell FOLOTYN to patients respective health care providers We had $3.6 million of net

product sales for the year ended December 31 2009 all of which related to sales of FOLOTYN
commencing in the fourth quarter of 2009 Three distributors affiliated with AmerisourceBergen

Corporation accounted for 100% of our net product sales for the year ended December 31 2009 We

anticipate that affiliates of AmerisourceBergen Corporation will continue to account for substantially all

of our net product sales in 2010 We had no sales outside of the United States during the year ended

December 31 2009

Competition

There are currently no FDA-approved drugs other than FOLOTYN for the treatment of patients

with relapsed or refractory PTCL However we are aware of multiple investigational agents that are

currently being studied in clinical trials for T-cell lymphoma including romidepsin and belinostat

which if successful may compete with FOLOTYN in the United States In addition there are many

existing approaches used in the treatment of relapsed or refractory PTCL including combination

chemotherapy and single agent regimens which represent competition for FOLOTYN

Many companies of all sizes including number of large pharmaceutical companies and several

biotechnology companies are developing product candidates that have disease targets similar to those

we are pursuing Some of these competitive product candidates are in clinical trials and others are

approved There are products and
technologies currently on the market that will compete directly with

FOLOTYN Universities governmental agencies and other public and private research organizations

also conduct research and may market commercial products on their own or through joint ventures

These companies and institutions also compete with us in recruiting qualified scientific personnel Many
of these entities may have

substantially greater financial and other resources

larger research and development staffs

lower labor costs and/or
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more extensive sales marketing and manufacturing organizations

Many of these companies and organizations have significant experience in preclinical testing

human clinical trials product manufacturing marketing sales and distribution and other regulatory

approval and commercial procedures They may also have greater
number of significant patents and

greater legal resources to seek remedies for cases of alleged infringement of their patents by us to

block delay or compromise our own drug development process

We expect technology developments in our industry to continue to occur at rapid pace

Commercial developments by our competitors may render FOLOTYN obsolete or non-competitive

which would have material adverse effect on our business and financial condition

Government Regulation

We operate in highly regulated industry which is subject to significant federal state local and

foreign regulation Our present and future business has been and will continue to be subject to

variety of laws and regulations including the Federal Food Drug and Cosmetic Act or FDC Act the

Medicaid rebate program the Veterans Health Care Act of 1992 and the Occupational Safety and

Health Act among others

As result of these laws and regulations product development and product approval processes are

very expensive and time consuming

FDA Approval Process

In the U.S pharmaceutical products are subject to extensive regulation by the FDA The FDC Act

and other federal and state statutes and regulations govern among other things the research

development testing manufacture storage recordkeeping approval labeling promotion and

marketing distribution post-approval monitoring and reporting sampling and import and export of

pharmaceutical products Failure to comply with applicable U.S requirements may subject company

to variety of administrative or judicial sanctions such as FDA refusal to approve pending new drug

applications or NDAs warning letters product recalls product seizures total or partial suspension of

production or distribution injunctions fines civil penalties and criminal prosecution

Pharmaceutical product development in the U.S typically involves preclinical laboratory and

animal tests the submission to the FDA of notice of claimed investigational exemption or an

investigational new drug application or IND which must become effective before clinical testing may

commence and adequate and well-controlled clinical trials to establish the safety and effectiveness of

the drug for each indication for which FDA approval is sought Satisfaction of FDA pre-market

approval requirements typically takes many years
and the actual time required may vary substantially

based upon the type complexity and novelty of the product or disease

Preclinical tests include laboratory evaluation as well as animal trials to assess the characteristics

and potential pharmacology and toxicity of the product The conduct of the preclinical tests must

comply with federal regulations and requirements including good laboratory practices The results of

preclinical testing are submitted to the FDA as part of an IND along with other information including

information about product chemistry manufacturing and controls and proposed clinical trial protocol

Long term preclinical tests such as animal tests of reproductive toxicity and carcinogenicity may

continue after the IND is submitted

30-day waiting period after the submission of each IND is required prior to the commencement

of clinical testing in humans If the FDA has not objected to the IND within this 30-day period the

clinical trial proposed in the IND may begin
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Clinical trials involve the administration of the investigational new drug to healthy volunteers or

patients under the supervision of qualified investigator Clinical trials must be conducted in

compliance with federal regulations good clinical practices or GCP as well as under protocols detailing

the objectives of the trial the parameters to be used in monitoring safety and the effectiveness criteria

to be evaluated Each protocol involving testing on U.S patients and subsequent protocol amendments

must be submitted to the FDA as part of the IND

The FDA may order the temporary or permanent discontinuation of clinical trial at any time or

impose other sanctions if it believes that the clinical trial is not being conducted in accordance with

FDA requirements or presents an unacceptable risk to the clinical trial patients The study protocol and

informed consent information for patients in clinical trials must also be submitted to an institutional

review board or IRB for approval An IRB may also require the clinical trial at the site to be halted

either temporarily or permanently for failure to comply with the IRBs requirements or may impose

other conditions

Clinical trials to support NDAs for marketing approval are typically conducted in three sequential

phases but the phases may overlap In Phase the initial introduction of the drug into healthy human

subjects or patients the drug is tested to assess metabolism pharmacokinetics pharmacological actions

side effects associated with increasing doses and if possible early evidence on effectiveness In the case

of product candidates for severe or life-threatening diseases such as cancer the initial human testing is

often conducted in patients rather than in healthy volunteers Since these patients already have the

target disease these studies may provide initial evidence of efficacy traditionally obtained in Phase

trials and thus these trials are frequently referred to as Phase lb trials Additionally when product

candidates can do damage to normal cells it is not ethical to administer such drugs to healthy patients

in Phase trial Phase usually involves trials in limited patient population to determine the

effectiveness of the drug for particular indication or indications dosage tolerance and optimum

dosage and identify common adverse effects and safety risks If compound demonstrates evidence of

effectiveness and an acceptable safety profile in Phase evaluations Phase trials are undertaken to

obtain the additional information about clinical efficacy and safety in larger number of patients

typically at geographically dispersed clinical trial sites to permit the FDA to evaluate the overall

benefit-risk relationship of the drug and to provide adequate information for the labeling of the drug

After completion of the required clinical testing an NDA is prepared and submitted to the FDA FDA

approval of the NDA is required before marketing of the product may begin in the U.S The NDA
must include the results of all preclinical clinical and other testing and compilation of data relating

to the products pharmacology chemistry manufacture and controls

The FDA has 60 days from its receipt of an NDA to determine whether the application will be

accepted for filing based on the agencys threshold determination that it is sufficiently complete to

permit substantive review Once the submission is accepted for filing the FDA begins an in-depth

review The FDA has agreed to certain performance goals in the review of NDAs Most such

applications for non-priority drug products are reviewed within ten months The review process may be

extended by the FDA for three additional months to consider new information submitted during the

review or clarification regarding information already provided in the submission The FDA may also

refer applications for novel drug products or drug products which present difficult questions of safety

or efficacy to an advisory committee typically panel that includes clinicians and other experts for

review evaluation and recommendation as to whether the application should be approved The FDA
is not bound by the recommendation of an advisory committee but it generally follows such

recommendations Before approving an NDA the FDA will typically inspect one or more clinical sites

to assure compliance with GCP Additionally the FDA will inspect the facility or the facilities at which

the drug is manufactured The FDA will not approve the product unless compliance with current good

manufacturing practices or cGMPs is satisfactory and the NDA contains data that provide substantial

evidence that the drug is safe and effective in the indication studied
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After the FDA evaluates the NDA and the manufacturing facilities it issues an approval letter or

complete response letter An approval letter authorizes commercial marketing of the drug with

specific prescribing information for specific indications As condition of NDA approval the FDA may

require substantial post-approval testing and surveillance to monitor the drugs safety or efficacy and

may impose other conditions including labeling restrictions which can materially affect the potential

market and profitability of the drug Once granted product approvals may be withdrawn if compliance

with regulatory standards is not maintained or problems are identified following initial marketing

complete response letter outlines the deficiencies in an NDA submission and may require

substantial additional testing or information in order for the FDA to reconsider the application If and

when those deficiencies have been addressed in resubmission of the NDA FDA will re-initiate

review If it is satisfied that the deficiencies have been addressed the FDA will issue an approval letter

The FDA has committed to reviewing such resubmissions in two or six months depending on the type

of information included It is not unusual for the FDA to issue complete response letter because it

believes that the drug is not safe enough or effective enough or because it does not believe that the

data submitted are reliable or conclusive

Accelerated Approval

Under the FDAs accelerated approval regulations the FDA may approve drug for serious or

life-threatening illness that provides meaningful therapeutic benefit to patients over existing treatments

based upon surrogate endpoint that is reasonably likely to predict clinical benefit In clinical trials

surrogate endpoint is measurement of laboratory or clinical signs of disease or condition that

substitutes for direct measurement of how patient feels functions or survives Surrogate endpoints

can often be measured more easily or more rapidly than clinical endpoints drug candidate approved

on this basis is subject to rigorous post-marketing compliance requirements including the completion of

post-approval clinical trials to confirm the effect on the clinical endpoint Failure to conduct required

post-approval studies or confirm clinical benefit during post-approval studies will allow the FDA to

withdraw the drug from the market on an expedited basis In addition all promotional materials for

drug candidates approved under accelerated regulations are subject to prior review by the FDA

FOLOTYN was approved for the treatment of patients with relapsed or refractory PTCL under

the FDAs accelerated approval regulations The approval was based on overall response rate from our

PROPEL trial In connection with the accelerated approval we are required to conduct several

post-approval studies that are intended to verify and describe FOLOTYNs clinical benefit in patients

with T-cell lymphoma and assess whether FOLOTYN poses serious risk of altered drug levels

resulting from organ impairment

Other Regulatory Requirements

Once an NDA is approved product is subject to certain post-approval requirements For

instance the FDA closely regulates the post-approval marketing and promotion of drugs including

standards and regulations for direct-to-consumer advertising off-label promotion industry-sponsored

scientific and educational activities and promotional activities involving the internet

Drugs may be marketed only for the approved indications and in accordance with the provisions of

the approved labeling Changes to some of the conditions established in an approved application

including changes in indications labeling or manufacturing processes or facilities require submission

and FDA approval of new NDA or NDA supplement before the change can be implemented An

NDA supplement for new indication typically requires clinical data similar to that in the original

application and the FDA uses the same procedures and actions in reviewing NDA supplements as it

does in reviewing NDAs We cannot be certain that the FDA or any other regulatory agency will grant
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approval for FOLOTYN for any additional indications or any other product candidate for any

indication on timely basis if at all

Adverse event reporting and submission of periodic reports is required following FDA approval of

an NDA The FDA also may require post-marketing testing known as Phase testing risk evaluation

and mitigation strategies and surveillance to monitor the effects of an approved product or place

conditions on an approval that could restrict the distribution or use of the product In addition quality

control as well as drug manufacture packaging and labeling procedures must continue to conform to

current good manufacturing practices or cGMPs after approval Drug manufacturers and certain of

their subcontractors are required to register their establishments with FDA and certain state agencies

and are subject to periodic unannounced inspections by the FDA during which the agency inspects

manufacturing facilities to access compliance with cGMPs Accordingly manufacturers must continue to

expend time money and effort in the areas of production and quality control to maintain compliance

with cGMPs Regulatory authorities may withdraw product approvals or request product recalls if

company fails to comply with regulatory standards if it encounters problems following initial marketing

or if previously unrecognized problems are subsequently discovered

Orphan Drug Designation

Orphan drug designation is granted by the FDA to drugs intended to treat rare disease or

condition which for this program is defined as having prevalence of less than 200000 individuals in

the U.S Orphan drug designation must be requested before submitting marketing application After

the FDA grants orphan drug designation the generic identity of the therapeutic agent and its potential

orphan use are disclosed publicly by the FDA

Orphan drug designation does not shorten the regulatory review and approval process for an

orphan drug nor does it give that drug any advantage in the regulatory review and approval process

However if an orphan drug later receives the first approval for the indication for which it has orphan

drug designation the FDA may not approve any other applications to market the same drug for the

same indication except in
very limited circumstances for seven years in the U.S Orphan drug

exclusivity may be lost if the FDA later determines that the request for designation was materially

defective or if the manufacturer is unable to assure sufficient quantity of the drug The FDA has

granted orphan drug designation to FOLOTYN for the treatment of patients with T-cell lymphoma
follicular lymphoma and diffuse large B-cell lymphoma Upon FDA approval of FOLOTYN for the

treatment of relapsed or refractory PTCL FOLOTYN received seven years of orphan drug exclusivity

for this indication until September 24 2016

Although obtaining approval to market product with orphan drug exclusivity may be

advantageous we cannot be certain

that we will be the first to obtain approval for any other drugs or indications for which we

obtain orphan drug designation

that orphan drug designation will result in any commercial advantage or reduce competition or

that the limited exceptions to this exclusivity will not be invoked by the FDA

The Hatch-Waxman Act

In seeking approval for drug through an NDA applicants are required to list with the FDA each

patent with claims that cover the applicants product or FDA approved method of using this product

Upon approval of drug each of the patents listed in the application for the drug is then published in

the FDAs Approved Drug Products with Therapeutic Equivalence Evaluations commonly known as the

Orange Book Drugs listed in the Orange Book can in turn be cited by potential competitors in

support of approval of an abbreviated new drug application or ANDA An ANDA provides for
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marketing of drug product that has the same active ingredients in the same strengths and dosage

form as the listed drug and has been shown through bioequivalence testing to be therapeutically

equivalent to the listed drug ANDA applicants are not required to conduct or submit results of

pre-clinical or clinical tests to prove the safety or effectiveness of their drug product other than the

requirement for bioequivalence testing Drugs approved in this way are commonly referred to as

generic equivalents to the listed drug and can often be substituted by pharmacists under

prescriptions written for the original listed drug

The ANDA applicant is required to certify to the FDA concerning any patents listed for the

approved product in the FDAs Orange Book Specifically the applicant must certify that the

required patent information has not been filed ii the listed patent has expired iii the listed patent

has not expired but will expire on particular date and approval is sought after patent expiration or

iv the listed patent is invalid or will not be infringed by the new product certification that the new

product will not infringe the already approved products listed patents or that such patents are invalid

is called Paragraph IV certification If the applicant does not challenge the listed patents the ANDA
application will not be approved until all the listed patents claiming the referenced product have

expired

If the ANDA applicant has provided Paragraph IV certification to the FDA the applicant must

also send notice of the Paragraph IV certification to the NDA and patent holders once the ANDA has

been accepted for filing by the FDA The NDA and patent holders may then initiate patent

infringement lawsuit in response to the notice of the Paragraph IV certification The filing of patent

infringement lawsuit within 45 days of the receipt of Paragraph IV certification notification

automatically prevents the FDA from approving the ANDA until the earlier of 30 months expiration of

the patent settlement of the lawsuit or decision in the infringement case that is favorable to the

ANDA applicant The ANDA application also will not be approved until any non-patent exclusivity

such as exclusivity for obtaining approval of new chemical entity listed in the Orange Book for the

referenced product has expired Federal law provides period of five years of exclusivity following

approval of drug containing no previously approved active moiety during which ANDAs for generic

versions of those drugs cannot be submitted unless the submission contains Paragraph IV challenge to

listed patent in which case the submission may be made four years following the original product

approval Federal law also provides for period of three
years

of exclusivity following approval of

listed drug that contains previously approved active ingredients that is approved in new dosage form

route of administration or combination or for new use the approval of which was required to be

supported by new clinical trials conducted by or for the sponsor during which the FDA cannot grant

effective approval of an ANDA based on that listed drug

U.S Foreign Corrupt Practices Act

The U.S Foreign Corrupt Practices Act to which we are subject prohibits corporations and

individuals from engaging in certain activities to obtain or retain business or to influence person

working in an official capacity It is illegal to pay offer to pay or authorize the payment of anything of

value to any foreign government official government staff member political party or political candidate

in an attempt to obtain or retain business or to otherwise influence person working in an official

capacity

Federal and State Fraud and Abuse Laws

In addition to FDA restrictions on marketing of pharmaceutical products several other types of

state and federal laws have been applied to restrict certain marketing practices in the pharmaceutical

and medical device industries in recent years These laws include antikickback statutes and false claims

statutes
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The federal health care program antikickback statute prohibits among other things knowingly and

willfully offering paying soliciting or receiving remuneration to induce or in return for purchasing

leasing ordering or arranging for the purchase lease or order of any health care item or service

reimbursable under Medicare Medicaid or other federally financed healthcare programs This statute

has been interpreted to apply to arrangements between pharmaceutical manufacturers on one hand and

prescribers purchasers and formulary managers on the other Although there are number of

statutory exemptions and regulatory safe harbors protecting certain common activities from prosecution

the exemptions and safe harbors are drawn narrowly and practices that involve remuneration intended

to induce prescribing purchases or recommendations may be subject to scrutiny if they do not qualify

for an exemption or safe harbor Our practices may not in all cases meet all of the criteria for safe

harbor protection from antikickback liability

Federal false claims laws prohibit any person from knowingly presenting or causing to be

presented false claim for payment to the federal government or knowingly making or causing to be

made false statement to get false claim paid Recently several pharmaceutical and other health

care companies have been prosecuted under these laws for allegedly providing free product to

customers with the expectation that the customers would bill federal programs for the product Other

companies have been prosecuted for causing false claims to be submitted because of the companys

marketing of the product for unapproved and thus non-reimbursable uses The majority of states also

have statutes or regulations similar to the federal antikickback law and false claims laws which apply to

items and services reimbursed under Medicaid and other state programs or in several states apply

regardless of the payer Sanctions under these federal and state laws may include civil monetary

penalties exclusion of manufacturers products from reimbursement under government programs
criminal fines and imprisonment

Because of the breadth of these laws and the narrowness of the safe harbors it is possible that

some of our business activities could be subject to challenge under one or more of such laws Such

challenge could have material adverse effect on our business financial condition and results of

operations

In addition as part of the sales and marketing process pharmaceutical companies frequently

provide samples of approved drugs to physicians This practice is regulated by the FDA and other

governmental authorities including in particular requirements concerning record keeping and control

procedures Any failure to comply with the regulations may result in significant criminal and civil

penalties as well as damage to our credibility in the marketplace

Foreign Regulation and Product Approval

Outside the United States our ability to market FOLOTYN is contingent upon receiving

marketing authorization from the appropriate regulatory authorities The requirements governing the

conduct of clinical trials marketing authorization pricing and reimbursement vary widely from country

to country At present foreign marketing authorizations are applied for at national level although

within the European Union or EU centralized registration procedures are available to companies

wishing to market product in more than one EU member state If the regulatory authority is satisfied

that adequate evidence of safety quality and efficacy has been presented marketing authorization

will be granted In some countries in the EU pricing of prescription drugs is subject to government

control and agreements must be reached on national level before marketing may begin in that

country If we are unable to reach agreement on an acceptable price for our products we may choose

not to pursue marketing of FOLOTYN in that country The foreign regulatory approval process

involves all of the risks associated with FDA approval discussed above

Similar to the United States system for orphan drug designation exists in the E.U FOLOTYN
received orphan medicinal product designation by the European Committee for Orphan Medicinal
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Products Orphan designation does not shorten the regulatory review and approval process
for an

orphan drug nor does it give that drug any advantage in the regulatory review and approval process

However if an orphan drug later receives approval for the indication for which it has designation the

relevant regulatory authority may not approve any other applications to market the same drug for the

same indication except in very limited circumstances for 10
years

in the E.U

Other Regulations

We are also subject to numerous federal state and local laws relating to such matters as safe

working conditions manufacturing practices environmental protection fire hazard control and disposal

of hazardous or potentially hazardous substances We may incur significant costs to comply with such

laws and regulations now or in the future

Results of Operations

Please see financial statements and Managements Discussion and Analysis of Financial Condition

and Results of Operations included in this report for discussion of financial information about our

business segment and our expenses on research and development

Employees

As of February 25 2010 we had total of 170 full-time employees No employee is represented by

labor union

Other Information

Our annual reports on Form 10-K quarterly reports on Form 10-Q and current reports on

Form 8-K as well as any amendments to those reports are available free of charge through our

website as soon as reasonably practicable after we file them with or furnish them to the Securities and

Exchange Commission or SEC Once at www.allos.com go to Investors/Financial Reports to locate

copies of such reports You may also read and copy materials that we file with SEC at the SECs Public

Reference Room at 100 Street NE Washington DC 20549 You may obtain information on the

operation of the Public Reference Room by calling the SEC at 1-800-SEC-0330 The SEC also

maintains website at wwwsec.gov that contains reports proxy and information statements and other

information regarding us and other issuers that file electronically with the SEC
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ITEM 1A RISK FACTORS

Our business faces significant risks These risks include those described below and may include

additional risks of which we are not currently aware or that we currently do not believe are material If any

of the events or circumstances described in the following risk factors actually occurs they may materially

harm our business financial condition operating results and cash flow As result the market price of our

common stock could decline Additional risks and uncertainties that are not yet identified or that we think

are immaterial may also materially harm our business operating results and financial condition The

following risks should be read in conjunction with the other information set forth in this report

We have history of net losses and an accumulated deficit and we may never generate sufficient revenue to

achieve or maintain profitability in the future

We have experienced significant net losses and negative cash flows from operations To date we

have financed our operations primarily through the public and private sale of securities For the years

ended December 31 2009 2008 and 2007 we had net losses of $73.6 million $51.7 million and

$39.4 million respectively As of December 31 2009 we an accumulated deficit of $373.2 million We

have incurred these losses principally from costs incurred in our research and development programs

and from our selling general and administrative expenses

On September 24 2009 we obtained accelerated approval from the FDA for FOLOTYN for use

as single agent for the treatment of patients with relapsed or refractory PTCL Our ability to

generate revenue and achieve profitability is dependent on our ability alone or with partners to

successfully commercialize FOLOTYN for the treatment of patients with relapsed or refractory PTCL
We are also developing FOLOTYN for use as single agent and in combination therapy regimens in

range of hematologic malignancies and solid tumor indications which may or may not lead to obtaining

the necessary regulatory approvals to market FOLOTYN for additional indications We expect to

continue to spend substantial amounts on research and development including amounts spent on

conducting clinical trials and seeking additional regulatory approvals for FOLOTYN and

commercializing FOLOTYN for the treatment of patients with relapsed or refractory PTCL As

result we may never generate sufficient revenue from product sales to become profitable or generate

positive cash flows

Our near-term prospects are dependent on FOLOTYN If we are unable to successfully commercialize

FOLOTYN for the treatment of patients with relapsed or refractory PTCL our ability to generate significant

revenue or achieve profitability will be adversely affected

FOLOTYN is our only product approved for marketing by the FDA and our ability to generate

revenue in the near term is entirely dependent upon sales of FOLOTYN We may not be able to

successfully commercialize FOLOTYN for number of reasons including

we may not be able to establish or demonstrate in the medical community the safety and efficacy

of FOLOTYN and its potential advantages over existing therapeutics and products currently in

clinical development

doctors may be hesitant to prescribe FOLOTYN until results from our post-approval studies are

available or other long term data regarding efficacy and safety exists

results from our Phase post-approval studies may fail to verify the clinical benefit of

FOLOTYN for the treatment of T-cell lymphoma

our limited experience in marketing selling and distributing FOLOTYN

reimbursement and coverage policies of government and private payers such as Medicare

Medicaid insurance companies health maintenance organizations and other plan administrators
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the relative price of FOLOTYN as compared to alternative treatment options

the relatively low incidence and prevalence rates of relapsed or refractory PTCL including the

reliability of our estimates

we may not have adequate financial or other resources to successfully commercialize

FOLOTYN and

we may not be able to manufacture FOLOTYN in commercial quantities or at acceptable costs

If we are unable to successfully commercialize pralatrexate for the treatment of patients with

relapsed or refractory PTCL our ability to generate revenue from product sales to achieve profitability

will be adversely affected and our stock price would likely decline

Our operating results are unpredictable and may fluctuate If our operating results are below the expectations

of securities analysts or investors the trading price of our stock could decline

Our operating results are difficult to predict and will likely fluctuate from quarter to quarter and

year to year Due to the recent approval of FOLOTYN for the treatment of patients for relapsed or

refractory PTCL in the United States and the lack of historical sales data FOLOTYN sales will be

difficult to predict from period to period We believe that our quarterly and annual results of

operations may be negatively affected by variety of factors including

the level of patient demand for FOLOTYN

the timing and level of investment in our sales and marketing efforts to support FOLOTYN
sales

the timing and level of investment in our research and development activities involving

FOLOTYN and

expenditures we may incur to acquire or develop additional products

In addition we measure compensation cost for stock-based awards made to employees at the grant

date of the award based on the fair value of the award and recognize the cost as an expense over the

employees requisite service period As the variables that we use as basis for valuing these awards

change over time including our underlying stock price the magnitude of the expense that we must

recognize may vary significantly Any such variance from one period to the next could cause

significant fluctuation in our operating results

For these reasons it is difficult for us to accurately forecast future profits or losses As result it

is possible that in some quarters our operating results could be below the expectations of securities

analysts or investors which could cause the trading price of our common stock to decline perhaps

substantially

If we are unable to maintain adequate sales marketing or distribution capabilities or enter into agreements

with third parties to perform some of these functions we will not be able to commercialize FOLOTYN

effectively

The approval of FOLOTYN for the treatment of patients with relapsed or refractory PTCL is our

first U.S indication Accordingly we have limited experience in sales marketing and distribution of

pharmaceutical products We may not be able to adequately maintain the necessary sales marketing

supply chain management and reimbursement capabilities on our own or enter into arrangements with

third parties to perform these functions in timely manner or on acceptable terms Additionally

maintaining sales marketing and distribution capabilities may be more expensive than we anticipate
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requiring us to divert capital from other intended purposes or preventing us from building our sales

marketing and distribution capabilities to the desired levels To be successful we must

recruit and retain adequate numbers of effective sales personnel

effectively train our sales personnel in the benefits of FOLOTYN

establish and maintain successful sales and marketing and education programs that encourage

physicians to recommend FOLOTYN to their patients and

manage geographically dispersed sales and marketing operations

The commercialization of FOLOTYN requires us to manage relationships with an increasing

number of collaborative partners suppliers and third-party contractors If we are unable to successfully

establish and maintain the required infrastructure either internally or through third parties and

successfully manage an increasing number of relationships we will have difficulty growing our business

In addition we intend to enter into co-promotion or out-licensing arrangements with other

pharmaceutical or biotechnology partners where necessary to reach foreign market segments and when

deemed strategically and economically advisable To the extent that we enter into co-promotion or

other licensing arrangements our product revenues are likely to be lower than if we directly marketed

and sold FOLOTYN and some or all of the revenues we receive will depend upon the efforts of third

parties which may not be successful If we are unable to develop and maintain adequate sales

marketing and distribution capabilities independently or with others we may not be able to generate

significant product revenue or become profitable

Even though we have obtained accelerated approval to market FOLOTYN for the treatment of patients with

relapsed or refractory PTCL we are subject to ongoing regulatory obligations and review including

post-approval requirements

FOLOTYN was approved for the treatment of patients with relapsed or refractory PTCL under

the FDAs accelerated approval program which allows the FDA to approve products for cancer or

other life threatening diseases based on initial positive clinical data Under these provisions we are

subject to certain post-approval requirements pursuant to which we have agreed to conduct two

randomized Phase trials to verify and describe FOLOTYNs clinical benefit in patients with T-cell

lymphoma The FDA has also required that we conduct two Phase trials to assess whether

FOLOTYN poses serious risk of altered drug levels resulting from organ impairment Failure to

complete the studies or adhere to the timelines established by the FDA could result in penalties

including fines or withdrawal of FOLOTYN from the market The FDA may also initiate proceedings

to withdraw approval if our Phase studies fail to verify clinical benefit Further the FDA may require

us to strengthen the warnings and precautions section of the FOLOTYN package insert based on the

results of the Phase studies We are also subject to additional continuing post-approval regulatory

obligations including the possibility of additional clinical studies required by the FDA safety reporting

requirements and regulatory oversight of the promotion and marketing of FOLOTYN

In addition we or our third-party manufacturers are required to adhere to regulations setting forth

the FDAs current Good Manufacturing Practices or cGMP These regulations cover all aspects of the

manufacturing storage testing quality control and record keeping relating to FOLOTYN
Furthermore we or our third-party manufacturers are subject to periodic inspection by the FDA and

foreign regulatory authorities to ensure strict compliance with cGMP or other applicable government

regulations and corresponding foreign standards We do not have control over third-party

manufacturers compliance with these regulations and standards If we or our third-party manufacturers

fail to comply with applicable regulatory requirements we may be subject to fines suspension

modification or withdrawal of regulatory approvals product recalls seizure of products operating

restrictions and criminal prosecution
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The status of coverage and reimbursement from third-party payers for newly approved health care drugs is

uncertain and failure to obtain adequate coverage and reimbursement could limit our ability to generate

revenue

Our ability to successfully commercialize FOLOTYN for the treatment of patients with relapsed or

refractory PTCL or for other future indications will depend in part on the extent to which coverage

and reimbursement for FOLOTYN is available from government and health administration authorities

private health insurers managed care programs and other third-party payers Significant uncertainty

exists as to the coverage and reimbursement of newly approved health care products

Healthcare providers and third-party payers use coding systems to identify diagnoses procedures

services drugs pharmaceutical devices equipment and other health-related items and services Proper

coding is an integral component to receiving appropriate reimbursement for the administration of

FOLOTYN and related services The majority of payers use nationally recognized code sets to report

medical conditions services and drugs Although we are in the process of applying for permanent

reimbursement codes for FOLOTYN healthcare providers prescribing FOLOTYN will initially be

required to submit claims for reimbursement using temporary miscellaneous codes which may result in

payment delays or incorrect payment levels We are also in the process of applying for transitional

pass-through status which would enable FOLOTYN to be reimbursed under the hospital outpatient

prospective payment system We cannot predict at this time whether our customers will receive

adequate reimbursement for FOLOTYN nor can we predict whether FOLOTYN will receive

permanent reimbursement codes or transitional pass-through status in the future

Third-party payers including Medicare are challenging the prices charged for medical products

and services Government and other third-party payers increasingly are attempting to contain health

care costs by limiting both coverage and the level of reimbursement for new drugs and by refusing in

some cases to provide coverage for uses of approved products for disease conditions for which the

FDA has not granted labeling approval Third-party insurance coverage may not be available to

patients for FOLOTYN If government and other third-party payers do not provide adequate coverage

and reimbursement levels for FOLOTYN FOLOTYNs market acceptance may be adversely affected

We are dependent upon small number of customers for significant portion of our revenue and the loss of

or significant reduction or cancellation in sales to any one of these customers could adversely affect our

operations and financial condition

In the United States we sell FOLOTYN to small number of distributors who in turn

sell-through to patient health care providers These distributors also provide multiple logistics services

relating to the distribution of FOLOTYN including transportation warehousing cross-docking

inventory management packaging and freight-forwarding We do not promote FOLOTYN to these

distributors and they do not set or determine demand for FOLOTYN For the year ended

December 31 2009 three companies affiliated with AmerisourceBergen Corporation accounted for

100% of our FOLOTYN sales We expect significant customer concentration to continue for the

foreseeable future Our ability to successfully commercialize FOLOTYN will depend in part on the

extent to which these distributors are able to provide adequate distribution of FOLOTYN to patient

health care providers Although we believe we can find alternative distributors on relatively short

notice our revenue during that period of time may suffer and we may incur additional costs to replace

distributor The loss of any large customer significant reduction in sales we make to them any

cancellation of orders they have made with us or any failure to pay for the products we have shipped to

them could materially and adversely affect our results of operations and financial condition
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If the distributors that we rely upon to sell FOLOTYN fail to perform our business may be adversely affected

Our success depends on the continued customer support efforts of our network of distributors The

use of distributors involves certain risks including but not limited to risks that these distributors will

not provide us with accurate or timely information regarding their inventories the number of

patients who are using FOLOTYN or complaints about FOLOTYN

not effectively distribute or support FOLOTYN

reduce or discontinue their efforts to sell or support FOLOTYN

be unable to satisfy financial obligations to us or others and

cease operations

Any such failure may result in decreased sales of FOLOTYN which would harm our business

If we fail to comply with healthcare fraud and abuse laws we could face substantial penalties and our

business operations and financial condition could be adversely affected

As biopharmaceutical company even though we do not and will not control referrals of health

care services or bill directly to Medicare Medicaid or other third-party payers certain federal and state

healthcare laws and regulations pertaining to fraud and abuse will be applicable to our business These

laws and regulations include among others

the federal Anti-Kickback statute which prohibits among other things persons from soliciting

receiving or providing remuneration directly or indirectly to induce either the referral of an

individual for an item or service or the purchasing or ordering of good or service for which

payment may be made under federal health care programs such as the Medicare and Medicaid

programs

federal false claims laws that prohibit among other things individuals or entities from knowingly

presenting or causing to be presented claims for payment from Medicare Medicaid or other

third-party payers that are false or fraudulent

the federal Health Insurance Portability and Accountability Act of 1996 or HIPAA which

prohibits executing scheme to defraud any healthcare benefit program or making false

statements relating to healthcare matters and which also imposes certain requirements relating

to the privacy security and transmission of individually identifiable health information

federal self-referral laws such as STARK which prohibit physician from making referral to

provider of certain health services with which the physician or the physicians family member has

financial interest and

state law equivalents of each of the above federal laws such as anti-kickback and false claims

laws that may apply to items or services reimbursed by any third-party payer including

commercial insurers and state laws governing the privacy of health information in certain

circumstances many of which differ from each other in significant ways and often are not

preempted by HIPAA

Although there are number of statutory exemptions and regulatory safe harbors protecting

certain common activities from prosecution under the federal Anti-Kickback statute the exemptions

and safe harbors are drawn narrowly and practices that involve remuneration intended to induce

prescriptions purchases or recommendations may be subject to scrutiny if they do not qualify for an

exemption or safe harbor Our practices may not in all cases meet all of the criteria for safe harbor

protection from anti-kickback liability
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Although physicians are permitted to based on their medical judgment prescribe products for

indications other than those cleared or approved by the FDA manufacturers are prohibited from

promoting their products for such off-label uses We market FOLOTYN for the treatment of patients

with relapsed or refractory PTCL and provide promotional materials and training programs to

physicians regarding the use of FOLOTYN for the treatment of patients with relapsed or refractory

PTCL Although we believe our marketing promotional materials and training programs for physicians

do not constitute off-label promotion of FOLOTYN the FDA may disagree If the FDA determines

that our promotional materials training or other activities constitute off-label promotion of

FOLOTYN it could request that we modify our training or promotional materials or other activities or

subject us to regulatory enforcement actions including the issuance of warning letter injunction

seizure civil fine and criminal penalties It is also possible that other federal state or foreign

enforcement authorities might take action if they believe that the alleged improper promotion led to

the submission and payment of claims for an unapproved use which could result in significant fines or

penalties under other statutory authorities such as laws prohibiting false claims for reimbursement

Even if it is later determined we are not in violation of these laws we may be faced with negative

publicity incur significant expenses defending our position and have to divert significant management
resources from other matters

In recent years several states and localities including California the District of Columbia Maine

Massachusetts Minnesota Nevada Vermont and West Virginia have enacted legislation requiring

pharmaceutical companies to establish marketing compliance programs and file periodic reports with

the state or make periodic public disclosures on sales marketing pricing clinical trials and other

activities Similar legislation is being considered in other states Many of these requirements are new

and uncertain and the penalties for failure to comply with these requirements are unclear

Nonetheless if we are found not to be in full compliance with these laws we could face enforcement

action and fines and other penalties and could receive adverse publicity

If our operations are found to be in violation of any of the healthcare fraud and abuse laws

described above or any other governmental regulations that apply to us we may be subject to penalties

including civil and criminal penalties damages fines and the curtailment or restructuring of our

operations Any penalties damages fines curtailment or restructuring of our operations could

adversely affect our ability to operate our business and our financial results Although compliance

programs can mitigate the risk of investigation and prosecution for violations of these laws the risks

cannot be entirely eliminated Any action against us for violation of these laws even if we successfully

defend against it could cause us to incur significant legal expenses and divert our managements
attention from the operation of our business Moreover achieving and sustaining compliance with all

applicable federal and state fraud and abuse laws may be costly

If our competitors develop and market products that are more effective than FOLOTYN our commercial

opportunity will be reduced or eliminated

Even though we have obtained approval to market FOLOTYN for the treatment of patients with

relapsed or refractory PTCL our commercial opportunity will be reduced or eliminated if our

competitors develop and market products that are more effective have fewer side effects or are less

expensive than FOLOTYN for this or any other potential indication Our potential competitors include

large fully-integrated pharmaceutical companies and more established biotechnology companies both

of which have significant resources and expertise in research and development manufacturing testing

obtaining regulatory approvals and marketing Academic institutions government agencies and other

public and private research organizations conduct research seek patent protection and establish

collaborative arrangements for research development manufacturing and marketing It is possible that

competitors will succeed in developing technologies that are more effective than those being developed

by us or that would render our technology obsolete or noncompetitive
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We cannot predict when or if we will obtain regulatory approval to market FOLOTYN in the United States for

any additional indications or in any other countries

We are subject to stringent regulations with respect to product safety and efficacy by various

international federal state and local authorities FOLOTYN has not been approved for marketing in

the United States for any indication other than the treatment of patients with relapsed or refractory

PTCL In addition FOLOTYN has not been approved for marketing for this or any other indication in

any other country pharmaceutical product cannot be marketed in the United States or most other

countries until it has completed rigorous and extensive regulatory review and approval process

Satisfaction of regulatory requirements typically takes many years is dependent upon the type

complexity and novelty of the product and requires the expenditure of substantial resources Of

particular significance are the requirements covering research and development preclinical and clinical

testing manufacturing quality control labeling and promotion of drugs for human use We may not

obtain the necessary regulatory approvals to market FOLOTYN in the United States for any additional

indications or in any other countries If we fail to obtain or maintain regulatory approvals to market

FOLOTYN in the United States for any additional indications or in any other countries our ability to

generate significant revenue or achieve profitability may be adversely affected

Reports of adverse events or safety concerns involving FOLOTYN or in related technology fields or other

companies clinical trials of similar small molecule chemotherapeutic agents could delay or prevent us from

obtaining or maintaining regulatory approval or negatively impact public perception of FOLOTYN

FOLOTYN may produce serious adverse events These adverse events could interrupt delay or

halt clinical trials of FOLOTYN including the FDA-required post-approval studies and could result in

the FDA or other regulatory authorities denying or withdrawing approval of FOLOTYN for any or all

indications including for the treatment of patients with relapsed or refractory PTCL An independent

data safety monitoring board the FDA other regulatory authorities or we may suspend or terminate

clinical trials at any time We cannot assure you that FOLOTYN will be safe for human use

At present there are number of clinical trials being conducted by other pharmaceutical

companies involving small molecule chemotherapeutic agents If other pharmaceutical companies

announce that they observed frequent adverse events or unknown safety issues in their trials involving

compounds similar to or competitive with FOLOTYN we could encounter delays in the timing of our

clinical trials or difficulties in obtaining or maintaining the necessary regulatory approvals for

FOLOTYN In addition the public perception of FOLOTYN might be adversely affected which could

harm our business and results of operations and cause the market price of our common stock to

decline even if the concern relates to another companys product or product candidate

If FOLOTYN fails to meet safety or efficacy endpoints in clinical trials for additional indications it will not

receive regulatory approval and we will be unable to market FOLOTYN for those indications studied

We have ongoing clinical trials involving FOLOTYN and plan to initiate additional trials to

evaluate FOLOTYNs potential clinical utility in other hematologic malignancies and solid tumor

indications FOLOTYN may not prove to be safe and efficacious in clinical trials for other indications

and may not meet all of the applicable regulatory requirements needed to receive regulatory approval

for those indications The clinical development and regulatory approval process is expensive and takes

many years Failure can occur at any stage of development and the timing of any regulatory approval

cannot be accurately predicted In addition failure to comply with the FDA and other applicable U.S

and foreign regulatory requirements applicable to clinical trials may subject us to administrative or

judicially imposed sanctions
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As part of the regulatory approval process we must conduct clinical trials for FOLOTYN and any

other product candidate to demonstrate safety and efficacy to the satisfaction of the FDA and other

regulatory authorities abroad The number and design of clinical trials that will be required varies

depending on the product candidate the condition being evaluated the trial results and regulations

applicable to any particular product candidate The designs of our clinical trials for FOLOTYN are

based on many assumptions about the expected effect of FOLOTYN and if those assumptions prove

incorrect the clinical trials may not demonstrate the safety or efficacy of FOLOTYN Preliminary

results may not be confirmed upon full analysis of the detailed results of trial and prior clinical trial

program designs and results may not be predictive of future clinical trial designs or results Product

candidates in later stage clinical trials may fail to show the desired safety and efficacy despite having

progressed through initial clinical trials with acceptable endpoints For example we terminated the

development of EFAPROXYN one of our former product candidates when it failed to demonstrate

statistically significant improvement in overall survival in the targeted patients in Phase clinical trial

If FOLOTYN fails to show clinically significant benefits in any clinical trial or for any particular

indication it may not be approved for marketing for such indication Additionally if FOLOTYN is

demonstrated to be unsafe in clinical trials for other indications such demonstration could negatively

impact FOLOTYNs existing approval for the treatment of patients with relapsed or refractory PTCL

Even if we achieve positive interim results in clinical trials these results do not necessarily predict

final results and acceptable results in early trials may not be repeated in later trials Data obtained

from preclinical and clinical activities are susceptible to varying interpretations that could delay limit or

prevent regulatory clearances and the FDA can request that we conduct additional clinical trials

number of companies in the pharmaceutical industry have suffered significant setbacks in advanced

clinical trials even after promising results in earlier trials In addition negative or inconclusive results

or adverse safety events during clinical trial could cause clinical trial to be repeated or terminated

Also failure to construct clinical trial protocols to screen patients for risk profile factors relevant to the

trial for purposes of segregating patients into the patient populations treated with the drug being tested

and the control group could result in either group experiencing disproportionate number of adverse

events and could cause clinical trial to be repeated or terminated If we have to conduct additional

clinical trials for FOLOTYN for any particular indication it will significantly increase our expenses and

may delay marketing of FOLOTYN for such indication

Even if FOLOTYN meets safety and efficacy endpoints in clinical trials for additional indications regulatory

authorities may not approve FOLOTYN or we may face post-approval problems that require withdrawal of

FOLOTYN from the market

We will not be able to market FOLOTYN in the United States for any additional indications or in

any other countries for any indications until we have obtained the
necessary regulatory approvals Our

receipt of approval of FOLOTYN in the United States for the treatment of patients with relapsed or

refractory PTCL does not guarantee that we will obtain regulatory approval to market FOLOTYN in

the United States for any additional indications or in any other countries We have limited experience

in filing and pursuing applications necessary to gain regulatory approvals which may place us at risk of

delays overspending and human resources inefficiencies

FOLOTYN may not be approved for any additional indications even if it achieves its endpoints in

clinical trials Regulatory agencies including the FDA or their advisors may disagree with our

interpretations of data from preclinical studies and clinical trials The FDA has substantial discretion in

the approval process and when or whether regulatory approval will be obtained for any drug we

develop Regulatory agencies also may approve product candidate for fewer conditions than requested

or may grant approval subject to the performance of post-approval studies or risk evaluation and

mitigation strategies for product candidate In addition regulatory agencies may not approve the

labeling claims that are necessary or desirable for the successful commercialization of FOLOTYN
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Following regulatory approval for any additional indication FOLOTYN may later produce adverse

events that limit or prevent its widespread use or that force us to withdraw FOLOTYN from the

market for that indication or other indications In addition marketed product continues to be subject

to strict regulation after approval and may be required to undergo post-approval studies For example

we are required to conduct two randomized Phase trials to verify and describe FOLOTYNs clinical

benefit in patients with T-cell lymphoma as well as two Phase trials to assess whether FOLOTYN

poses serious risk of altered drug levels resulting from organ impairment Any unforeseen problems

with an approved product any failure to meet the post-approval study requirements or any violation of

regulations could result in restrictions on the product including its withdrawal from the market Any

delay in or failure to obtain or maintain regulatory approvals for FOLOTYN in the United States for

any additional indication or in any other countries could harm our business and prevent us from ever

generating significant revenues or achieving profitability

We may experience delays in our clinical trials that could adversely affect our financial position and our

commercial prospects

We do not know when our current clinical trials will be completed if at all We also cannot

accurately predict when other planned clinical trials will begin or be completed Many factors affect

patient enrollment including the size of the patient population the proximity of patients to clinical

sites the eligibility criteria for the trial competing clinical trials and new drugs approved for the

conditions we are investigating Other companies are conducting clinical trials and have announced

plans for future trials that are seeking or likely to seek patients with the same diseases as those we are

studying Competition for patients in some cancer trials is particularly intense because of the limited

number of leading specialist physicians and the geographic concentration of major clinical centers

As result of the numerous factors that can affect the pace of progress of clinical trials our trials

may take longer to enroll patients than we anticipate if they can be completed at all Delays in patient

enrollment in the trials may increase our costs and slow our product development and approval

process Our product development costs will also increase if we need to perform more or larger clinical

trials than planned If other companies product candidates show favorable results we may be required

to conduct additional clinical trials to address changes in treatment regimens or for our products to be

commercially competitive Any delays in completing our clinical trials will delay our ability to obtain

regulatory approval to market FOLOTYN in the United States for any additional indications or in any

other countries which may adversely affect our ability to generate significant revenues or achieve

profitability

We may be required to suspend repeat or terminate our clinical trials if they are not conducted in accordance

with regulatory requirements the results are negative or inconclusive or the trials are not well designed

Clinical trials must be conducted in accordance with the FDAs current Good Clinical Practices or

cGMP or other applicable foreign government guidelines and are subject to oversight by the FDA
other foreign governmental agencies and Institutional Review Boards at the medical institutions where

the clinical trials are conducted In addition clinical trials must be conducted with product candidates

produced under cGMP and may require large numbers of test subjects Clinical trials may be

suspended by the FDA other foreign governmental agencies or us for various reasons including

deficiencies in the conduct of the clinical trials including failure to conduct the clinical trial in

accordance with regulatory requirements or clinical protocols

deficiencies in the clinical trial operations or trial sites

the product candidate may have unforeseen adverse side effects
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the time required to determine whether the product candidate is effective may be longer than

expected

fatalities or other adverse events arising during clinical trial due to medical problems that may
not be related to clinical trial treatments

the product candidate may not appear to be more effective than current therapies

the quality or stability of the product candidate may fall below acceptable standards or

insufficient quantities of the product candidate to complete the trials

In addition changes in regulatory requirements and guidance may occur and we may need to

amend clinical trial protocols to reflect these changes Amendments may require us to resubmit our

clinical trial protocols to Institutional Review Boards for reexamination which may impact the costs

timing or successful completion of clinical trial Due to these and other factors FOLOTYN could

take significantly longer time to gain regulatory approval for any additional indications than we

expect or we may never gain approval for additional indications which could reduce our revenue by

delaying or terminating the commercialization of FOLOTYN for additional indications

Due to our reliance on contract research organizations and other third parties to conduct our clinical trials

we are unable to directly control the timing conduct and expense of our clinical trials

We rely primarily on third parties to conduct our clinical trials As result we have had and will

continue to have less control over the conduct of our clinical trials the timing and completion of the

trials the required reporting of adverse events and the management of data developed through the trial

than would be the case if we were relying entirely upon our own staff Communicating with outside

parties can also be challenging potentially leading to mistakes as well as difficulties in coordinating

activities Outside parties may have staffing difficulties may undergo changes in priorities or may
become financially distressed any of which may adversely affect their willingness or ability to conduct

our trials We may experience unexpected cost increases that are beyond our control Problems with the

timeliness or quality of the work of contract research organization may lead us to seek to terminate

the relationship and use an alternative service provider However making this change may be costly

and may delay our trials and contractual restrictions may make such change difficult or impossible

Additionally it may be impossible to find replacement organization that can conduct our trials in an

acceptable manner and at an acceptable cost

We may need to raise additional capital to support our future operations If we fail to obtain the capital

necessary to fund our operations we will be unable to successfully develop or commercialize FOLOTYN

Based upon the current status of our product development and commercialization plans we

believe that our cash cash equivalents and investments in marketable securities as of December 31

2009 should be adequate to support our operations through at least the next 12 months although there

can be no assurance that this can in fact be accomplished We anticipate continuing our current

development programs and beginning other long-term development projects involving FOLOTYN
including the post-approval clinical studies required for FOLOTYN These projects may require many

years and substantial expenditures to complete and may ultimately be unsuccessful In addition we

expect to incur significant costs relating to the commercialization of FOLOTYN including costs related

to our sales and marketing medical affairs and manufacturing operations Therefore we may need to

raise additional capital to support our future operations Our actual capital requirements will depend

on many factors including

the timing and amount of revenues generated from sales of FOLOTYN

32



the timing and costs associated with our sales and marketing and medical affairs activities

involving FOLOTYN

the timing and costs associated with manufacturing clinical and commercial supplies of

FOLOTYN

the timing and costs associated with conducting preclinical and clinical development of

FOLOTYN including the post-approval studies required by the FDA as well as our evaluation

of and decisions with
respect to additional therapeutic indications for which we may develop

FOLOTYN

the timing costs and potential revenue associated with any co-promotion or other partnering

arrangements entered into to commercialize FOLOTYN and

our evaluation of and decisions with respect to potential in-licensing or product acquisition

opportunities or other strategic alternatives

We may seek to obtain this additional capital through equity or debt financings arrangements with

corporate partners or from other sources Such financings or arrangements if successfully

consummated may be dilutive to our existing stockholders However there is no assurance that

additional financing will be available when needed or that if available we will obtain such financing

on terms that are favorable to our stockholders or us In the event that additional funds are obtained

through arrangements with collaborative partners or other sources such arrangements may require us

to relinquish rights to some of our technologies product candidates or products under development

which we might otherwise seek to develop or commercialize ourselves on terms that are less favorable

than might otherwise be available If we are unable to generate meaningful amounts of revenue from

future product sales or cannot otherwise raise sufficient additional funds to support our operations we

may be required to delay reduce the scope of or eliminate one or more of our development programs

and our business and future prospects
for revenue and profitability may be harmed

Budget constraints may force us to delay our efforts to develop FOLOTYN for additional indications while we

complete the post-approval clinical studies required by the FDA which may prevent us from commercializing

FOLOTYN for all desired indications as quickly as possible

Because we have limited resources and because research and development is an expensive process

we must regularly assess the most efficient allocation of our research and development budget In

particular our approval of FOLOTYN in patients with relapsed or refractory PTCL is conditioned

upon us undertaking two additional Phase studies and two additional Phase studies which will result

in significant additional expense As result of our limited resources we may have to prioritize the

development of FOLOTYN for additional indications and may not be able to fully realize the value of

FOLOTYN for other indications in timely manner if at all

We do not have manufacturing facilities or capabilities and are dependent on third parties to fulfill our

manufacturing needs which could result in the delay of clinical trials regulatory approvals product

introductions and commercial sales

We are dependent on third parties for the manufacture and storage of FOLOTYN for clinical

trials and for commercial sale If we are unable to contract for sufficient supply of FOLOTYN on

acceptable terms or if we encounter delays or difficulties in the manufacturing process or our

relationships with our manufacturers we may not have sufficient product to conduct or complete our

clinical trials or support commercial requirements for FOLOTYN

FOLOTYN is cytotoxic which requires the manufacturers of FOLOTYN to have specialized

equipment and safety systems to handle such substance In addition the starting materials for

33



FOLOTYN require custom preparations which require us to manage an additional set of suppliers to

obtain the needed supplies of FOLOTYN

We have entered into arrangements with one third-party manufacturer to produce FOLOTYN bulk

drug substance and two third-party manufacturers to produce FOLOTYN formulated drug product We
believe these third-party manufacturers have the capability to meet our projected clinical trial and

commercial requirements for FOLOTYN although we cannot assure you of this In addition we are in

the process of establishing additional supply agreements for the commercial production of FOLOTYN
bulk drug substance and formulated drug product However given our current lack of formal supply

agreements and the fact that in many cases our components are supplied by single source our third

party manufacturers may not be able to fulfill our potential commercial needs or meet our deadlines

or the components they supply to us may not meet our specifications and quality policies and

procedures If we need to find an alternative supplier of FOLOTYN or its components we may not be

able to contract for those components on acceptable terms if at all Any such failure to supply or delay

caused by such suppliers would have an adverse effect on our ability to continue clinical development

of FOLOTYN or commercialize FOLOTYN

Our current or future manufacturers may be unable to accurately and reliably manufacture

commercial quantities of FOLOTYN at reasonable costs on timely basis and in compliance with the

FDAs cGMP If our current or future contract manufacturers fail in any of these respects our ability to

timely complete our clinical trials obtain or maintain required regulatory approvals and successfully

commercialize FOLOTYN may be materially and adversely affected This risk may be heightened with

respect to FOLOTYN as there are limited number of manufacturers with the ability to handle

cytotoxic products such as FOLOTYN Our reliance on contract manufacturers exposes us to additional

risks including

our current and future manufacturers are subject to ongoing periodic unannounced inspections

by the FDA and corresponding state and international regulatory authorities for compliance with

strictly enforced cGMP regulations and similar state and foreign standards and we do not have

control over our contract manufacturers compliance with these regulations and standards

our manufacturers may not be able to comply with applicable regulatory requirements which

would prohibit them from manufacturing products for us

our manufacturers may have staffing difficulties may undergo changes in control or may become

financially distressed adversely affecting their willingness or ability to manufacture products for

us

our manufacturers might not be able to fulfill our commercial needs which would require us to

seek new manufacturing arrangements and may result in substantial delays in meeting market

demands

if we need to change to other commercial manufacturing contractors the FDA and comparable

foreign regulators must approve our use of any new manufacturer which would require

additional testing regulatory filings and compliance inspections and the new manufacturers

would have to be educated in or themselves develop substantially equivalent processes necessary

for the production of our products and

we may not have intellectual property rights or may have to share intellectual property rights to

any improvements in the manufacturing processes or new manufacturing processes
for our

products

Any of these factors could result in the delay of clinical trials regulatory submissions required

approvals or commercialization of FOLOTYN They could also entail higher costs and result in our

being unable to effectively commercialize FOLOTYN
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If we are unable to effectively protect our intellectual property we will be unable to prevent third parties from

using our technology which would impair our competitiveness and ability to commercialize FOLOTYN In

addition enforcing our proprietary rights may be expensive and result in increased losses

Our success will depend in part on our ability to obtain and maintain meaningful patent protection

for FOLOTYN both in the United States and in other countries We rely on patents to protect large

part of our intellectual property and our competitive position Any patents issued to or licensed by us

could be challenged invalidated infringed circumvented or held unenforceable based on among other

things obviousness inequitable conduct anticipation or enablement In addition it is possible that no

patents will issue on any of our licensed patent applications It is possible that the claims in patents

that have been issued or licensed to us or that may be issued or licensed to us in the future will not be

sufficiently broad to protect our intellectual property or that the patents will not provide protection

against competitive products or otherwise be commercially valuable Failure to obtain and maintain

adequate patent protection for our intellectual property would impair our ability to be commercially

competitive

Our commercial success will also depend in part on our ability to commercialize FOLOTYN
without infringing patents or other proprietary rights of others or breaching the licenses granted to us

We may not be able to obtain license to third-party technology that we may require to conduct our

business or if obtainable we may not be able to license such technology at reasonable cost If we fail

to obtain license to any technology that we may require to commercialize FOLOTYN or fail to

obtain license at reasonable cost we will be unable to commercialize FOLOTYN or to

commercialize it at price that will allow us to become profitable

In addition to patent protection we also rely upon trade secrets proprietary know-how and

technological advances that we seek to protect through confidentiality agreements with our

collaborators employees advisors and consultants Our employees and consultants are required to

enter into confidentiality agreements with us We also enter into non-disclosure agreements with our

collaborators and vendors which agreements are intended to protect our confidential information

delivered to third parties for research and other purposes However these agreements could be

breached and we may not have adequate remedies for any breach or our trade secrets and proprietary

know-how could otherwise become known or be independently discovered by others

Furthermore as with any pharmaceutical company our patent and other proprietary rights are

subject to uncertainty Our patent rights related to FOLOTYN might conflict with current or future

patents and other proprietary rights of others For the same reasons the products of others could

infringe our patents or other proprietary rights Litigation or patent interference proceedings either of

which could result in substantial costs to us may be necessary to enforce any of our patents or other

proprietary rights or to determine the scope and validity or enforceability of other parties proprietary

rights We may be dependent on third parties including our licensors for cooperation and information

that may be required in connection with the defense and prosecution of our patents and other

proprietary rights The defense and prosecution of patent and intellectual property infringement claims

are both costly and time consuming even if the outcome is favorable to us Any adverse outcome could

subject us to significant liabilities to third parties require disputed rights to be licensed from third

parties or require us to cease selling our future products We are not currently party to any patent or

other intellectual property infringement claims

We may explore strategic partnerships that may never materialize or may fail

We may in the future periodically explore variety of possible strategic partnerships in an effort

to gain access to additional product candidates or resources At the current time we cannot predict

what form such strategic partnership might take We are likely to face significant competition in

seeking appropriate strategic partners and these strategic partnerships can be complicated and time
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consuming to negotiate and document We may not be able to negotiate strategic partnerships on

acceptable terms or at all We are unable to predict when if ever we will enter into any additional

strategic partnerships because of the numerous risks and uncertainties associated with establishing

strategic partnerships

If we enter into one or more strategic partnerships we may be required to relinquish important rights to and

con trol over the development of FOLOTYN or otherwise be subject to unfavorable terms

Any future strategic partnerships we enter into could subject us to number of risks including

we may be required to undertake the expenditure of substantial operational financial and

management resources in integrating new businesses technologies and products

we may be required to issue equity securities that would dilute our existing stockholders

percentage ownership

we may be required to assume substantial actual or contingent liabilities

we may not be able to control the amount and timing of resources that our strategic partners

devote to the development or commercialization of FOLOTYN

strategic partners may delay clinical trials provide insufficient funding terminate clinical trial

or abandon product candidate repeat or conduct new clinical trials or require new version of

product candidate for clinical testing

strategic partners may not pursue further development and commercialization of products

resulting from the strategic partnering arrangement or may elect to discontinue research and

development programs

strategic partners may not commit adequate resources to the marketing and distribution of

FOLOTYN or any other products limiting our potential revenues from these products

disputes may arise between us and our strategic partners that result in the delay or termination

of the research development or commercialization of FOLOTYN or any other product

candidate or that result in costly litigation or arbitration that diverts managements attention and

consumes resources

strategic partners may experience financial difficulties

strategic partners may not properly maintain or defend our intellectual property rights or may
use our proprietary information in manner that could jeopardize or invalidate our proprietary

information or expose us to potential litigation

business combinations or significant changes in strategic partners business strategy may also

adversely affect strategic partners willingness or ability to complete its obligations under any

arrangement

strategic partners could independently move forward with competing product candidate

developed either independently or in collaboration with others including our competitors and

strategic partners could terminate the arrangement or allow it to expire which would delay the

development and may increase the cost of developing FOLOTYN or any other product

candidate
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Health care reform measures could adversely affect our business

The business and financial condition of pharmaceutical and biotechnology companies are affected

by the efforts of governmental and third-party payers to contain or reduce the costs of health care In

the United States and in foreign jurisdictions there have been and we expect that there will continue

to be number of legislative and regulatory proposals aimed at changing the health care system For

example in some countries other than the United States pricing of prescription drugs is subject to

government control and we expect proposals to implement similar controls in the United States to

continue Further broad health care reform proposals are currently being considered by the U.S

Congress We are unable to predict what additional legislation or regulation if any relating to the

health care industry or third-party coverage and reimbursement may be enacted in the future or what

effect such legislation or regulation would have on our business The pendency or approval of such

proposals or reforms could result in decrease in our stock price or limit our ability to raise capital or

to obtain strategic partnerships or licenses

We may not obtain orphan drug exclusivity or we may not receive the full benefit of orphan drug exclusivity

even if we obtain such exclusivity

The FDA has awarded orphan drug status to pralatrexate which we market under the tradename

FOLOTYN for the treatment of patients with T-cell lymphoma follicular lymphoma and diffuse large

B-cell lymphoma Under the Orphan Drug Act the first company to receive FDA approval for

pralatrexate for the designated orphan drug indication will obtain seven years of marketing exclusivity

during which the FDA may not approve another companys application for pralatrexate for the same

orphan indication Because the FDA approved FOLOTYN for the treatment of patients with relapsed

or refractory PTCL we expect to receive seven years
of marketing exclusivity for that indication

Orphan drug exclusivity would not prevent FDA approval of different drug for the orphan indication

or the same drug for different indication In addition the FDA may void orphan drug exclusivity

under certain circumstances

If product liability lawsuits are successfully brought against us we may incur substantial liabilities and may

be required to limit commercialization of FOLOTYN

The testing and marketing of pharmaceutical products entail an inherent risk of product liability

Product liability claims might be brought against us by consumers or health care providers or by

pharmaceutical companies or others selling FOLOTYN or any future products If we cannot

successfully defend ourselves against such claims we may incur substantial liabilities or be required to

limit the commercialization of FOLOTYN We have obtained limited product liability insurance

coverage for our human clinical trials and commercial sales of FOLOTYN However product liability

insurance coverage is becoming increasingly expensive and we may be unable to maintain such

insurance coverage at reasonable cost or in sufficient amounts to protect us against losses due to

product liability successful product liability claim in excess of our insurance coverage could have

material adverse effect on our business financial condition and results of operations

Our success depends on the retention of our President and Chief Executive Officer and other key personnel

We are highly dependent on our President and Chief Executive Officer Paul Berns and other

members of our management team We are named as the beneficiary on term life insurance policy

covering Mr Berns in the amount of $10.0 million We also depend on key employees and academic

collaborators for each of our research and development programs The loss of any of our key

employees or academic collaborators could delay the development and commercialization of

FOLOTYN or result in the termination of our FOLOTYN development program in its entirety

Mr Berns and others on our executive management team have employment agreements with us but

the agreements provide for at-will employment with no specified term Our future success also will

depend in large part on our continued ability to attract and retain other highly qualified scientific
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technical and management personnel as well as personnel with expertise in clinical testing

governmental regulation and commercialization of pharmaceutical products We face competition for

personnel from other companies universities public and private research institutions government

entities and other organizations If we are unsuccessful in our recruitment and retention efforts our

business will be harmed

We also rely on consultants collaborators and advisors to assist us in formulating and conducting

our research and development programs All of our consultants collaborators and advisors are

employed by other employers or are self-employed and may have commitments to or consulting

contracts with other entities that may limit their ability to contribute to our company

We cannot guarantee that we will be in compliance with all potentially applicable regulations

The development manufacturing pricing marketing sale and reimbursement of FOLOTYN
together with our general operations are subject to extensive regulation by federal state and other

authorities within the United States and numerous entities outside of the United States We have fewer

employees than many other companies that have one or more product candidates that are approved for

marketing and we rely heavily on third parties to conduct many important functions

As publicly-traded company we are subject to significant regulations including the Sarbanes

Oxley Act of 2002 We cannot assure you that we are or will be in compliance with all potentially

applicable regulations If we fail to comply with the Sarbanes Oxley Act of 2002 or any other

regulations we could be subject to range of consequences including restrictions on our ability to sell

equity securities or otherwise raise capital funds the de-listing of our common stock from The

NASDAQ Global Market suspension or termination of our clinical trials failure to obtain approval to

market FOLOTYN restrictions on future products or our manufacturing processes significant fines or

other sanctions or litigation

If our internal controls over financial reporting are not considered effective our business and stock price

could be adversely affected

Section 404 of the Sarbanes-Oxley Act of 2002 requires us to evaluate the effectiveness of our

internal controls over financial reporting as of the end of each fiscal year and to include

management report assessing the effectiveness of our internal controls over financial reporting in our

annual report on Form 10-K for that fiscal year Section 404 also requires our independent registered

public accounting firm to attest to and report on managements assessment of our internal controls

over financial reporting

Our management including our chief executive officer and principal financial officer does not

expect that our internal controls over financial reporting will prevent all error and all fraud control

system no matter how well designed and operated can provide only reasonable not absolute

assurance that the control systems objectives will be met Further the design of control system must

reflect the fact that there are resource constraints and the benefits of controls must be considered

relative to their costs Because of the inherent limitations in all control systems no evaluation of

controls can provide absolute assurance that all control issues and instances of fraud involving

company have been or will be detected The design of any system of controls is based in
part on

certain assumptions about the likelihood of future events and we cannot assure you that any design

will succeed in achieving its stated goals under all potential future conditions Over time controls may
become ineffective because of changes in conditions or deterioration in the degree of compliance with

policies or procedures Because of the inherent limitations in cost-effective control system

misstatements due to error or fraud may occur and not be detected We cannot assure you that we or

our independent registered public accounting firm will not identify material weakness in our internal

controls in the future material weakness in our internal controls over financial reporting would

require management and our independent registered public accounting firm to consider our internal
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controls as ineffective If our internal controls over financial reporting are not considered effective we

may experience loss of public confidence which could have an adverse effect on our business and on

the market price of our common stock

Our revenue recognition model under the sell-through method is complex and depends upon the
accuracy

and

consistency of third party data as well as dependence upon key finance and accounting personnel to maintain

and implement the surrounding controls

We have developed revenue recognition model under the sell-through method that is complex

and incorporates significant amount of third party data from our wholesalers To effectively maintain

the revenue recognition model we depend to considerable degree upon the timely and accurate

reporting to us of such data from these third parties and our key accounting and finance personnel to

accurately interpolate such data into the model If the third party data is not calculated on consistent

basis and reported to us on an accurate or timely basis or we lose any of our key accounting and

finance personnel the accuracy of our consolidated financial statements could be materially affected

This could cause future delays in our earnings announcements regulatory filings with the Securities and

Exchange Commission or SEC and delisting with the NASDAQ

If we do not progress in our programs as anticipated our stock price could decrease

For planning purposes we estimate the timing of variety of clinical regulatory and other

milestones such as when certain product candidate will enter clinical development when clinical

trial will be initiated or completed or when an application for regulatory approval will be filed Some

of our estimates are included in this report Our estimates are based on information available to us as

of the date of this report and variety of assumptions Many of the underlying assumptions are outside

of our control If milestones are not achieved when we estimated that they would be investors could be

disappointed and our stock price may decrease

Warburg Pincus Private Equity VIII L.P controls substantial percentage of the voting power of our

outstanding common stock

On March 2005 we entered into Securities Purchase Agreement with Warburg Pincus Private

Equity VIII L.P or Warburg and certain other investors in connection with an equity financing In

connection with this financing Warburg and certain of its affiliates entered into standstill agreement

pursuant to which they agreed not to pursue for so long as they continue to own specified number of

shares of our common stock certain activities the purpose or effect of which may be to change or

influence the control of our company

As of February 25 2010 we had 104724779 shares of common stock outstanding of which

Warburg owned 26124430 shares or approximately 25% of the voting power of our outstanding

common stock Although Warburg has entered into standstill agreement with us Warburg is and will

continue to be able to exercise substantial influence over any actions requiring stockholder approval

Anti-takeover provisions in our charter documents and under Delaware law could discourage delay or prevent

an acquisition of us even if an acquisition would be beneficial to our stockholders and may prevent attempts

by our stockholders to replace or remove our current management

Provisions of our amended and restated certificate of incorporation and bylaws as well as

provisions of Delaware law could make it more difficult for third party to acquire us even if doing

so would benefit our stockholders In addition these provisions may make it more difficult for

stockholders to replace members of our board of directors Because our board of directors is

responsible for appointing the members of our management team these provisions could in turn affect
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any attempt by our stockholders to replace current members of our management team These

provisions include

authorizing the issuance of blank check preferred stock that could be issued by our board of

directors to increase the number of outstanding shares or change the balance of voting control

and thwart takeover attempt

prohibiting cumulative voting in the election of directors which would otherwise allow for less

than majority of stockholders to elect director candidates

prohibiting stockholder action by written consent thereby requiring all stockholder actions to be

taken at meeting of our stockholders

eliminating the ability of stockholders to call special meeting of stockholders and

establishing advance notice requirements for nominations for election to the board of directors

or for proposing matters that can be acted upon at stockholder meetings

In addition we are subject to Section 203 of the Delaware General Corporation Law which

generally prohibits Delaware corporation from engaging in any of broad range of business

combinations with an interested stockholder for period of three years following the date on which the

stockholder became an interested stockholder This provision could have the effect of delaying or

preventing change of control whether or not it is desired by or beneficial to our stockholders

Notwithstanding the foregoing the three-year moratorium imposed on business combinations by

Section 203 will not apply to Warburg because prior to the date on which Warburg became an

interested stockholder our board of directors approved the transactions that resulted in Warburg

becoming an interested stockholder However in connection with Warburgs participation in an equity

financing we completed in March 2005 Warburg and certain of its affiliates entered into standstill

agreement pursuant to which they agreed not to pursue for so long as they continue to own specified

number of shares of our common stock certain activities the purpose or effect of which may be to

change or influence the control of our company

We have adopted stockholder rights plan that may discourage delay or prevent merger or acquisition that

is beneficial to our stockholders

In May 2003 our board of directors adopted stockholder rights plan that may have the effect of

discouraging delaying or preventing merger or acquisition of us that our stockholders may consider

beneficial by diluting the ability of potential acquirer to acquire us Pursuant to the terms of the

stockholder rights plan when person or group except under certain circumstances acquires 15% or

more of our outstanding common stock or 10 business days after announcement of tender or

exchange offer for 15% or more of our outstanding common stock the rights except those rights held

by the person or group who has acquired or announced an offer to acquire 15% or more of our

outstanding common stock would generally become exercisable for shares of our common stock at

discount Because the potential acquirers rights would not become exercisable for our shares of

common stock at discount the potential acquirer would suffer substantial dilution and may lose its

ability to acquire us In addition the existence of the plan itself may deter potential acquirer from

acquiring or making an offer to acquire us As result either by operation of the plan or by its

potential deterrent effect mergers and acquisitions of our company that our stockholders may consider

in their best interests may not occur

Because Warburg owns substantial percentage of our outstanding common stock we amended

the stockholder rights plan in connection with Warburgs participation in an equity financing we

completed in March 2005 to provide that Warburg and its affiliates will be exempt from the stockholder

rights plan unless Warburg and its affiliates become without the prior consent of our board of

directors the beneficial owner of more than 44% of our common stock Likewise in connection with

our completion of an underwritten offering of 9000000 shares of common stock in February 2007 we
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amended the stockholder rights plan to provide that Baker Brothers Life Sciences L.P and certain

other affiliated funds which are collectively referred to herein as Baker will be exempt from the

stockholder rights plan unless Baker becomes without the prior consent of our board of directors the

beneficial owner of more than 20% of our common stock According to filings with the SEC Baker

owned less than 10% of our outstanding common stock as of February 2009 Under the stockholder

rights plan our board of directors has express authority to amend the rights plan without stockholder

approval

Unstable market conditions may have serious adverse consequences on our business

The recent economic downturn and market instability has made the business climate more volatile

and more costly Our general business strategy may be adversely affected by unpredictable and unstable

market conditions If the current equity and credit markets deteriorate further or do not improve it

may make any necessary equity or debt financing more difficult more costly and more dilutive While

we believe we have adequate capital resources to meet our expected working capital and capital

expenditure requirements for at least the next 12 months radical economic downturn or increase in

our expenses could require additional financing on less than attractive rates or on terms that are

excessively dilutive to existing stockholders Failure to secure any necessary financing in timely

manner and on favorable terms could have material adverse effect on our growth strategy financial

performance and stock price and could require us to delay or abandon clinical development plans

There is risk that one or more of our current service providers manufacturers or other partners may

encounter difficulties during challenging economic times which could have an adverse effect on our

business results of operations and financial condition

The market price for our common stock has been and may continue to be highly volatile and an active

trading market for our common stock may never exist

We cannot assure you that an active trading market for our common stock will exist at any time

Holders of our common stock may not be able to sell shares quickly or at the market price if trading in

our common stock is not active The trading price of our common stock has been and is likely to

continue to be highly volatile and could be subject to wide fluctuations in price in response to various

factors many of which are beyond our control including

the timing and amount of revenues generated from sales of FOLOTYN

actual or anticipated variations in quarterly operating results

actual or anticipated regulatory approvals or non-approvals of FOLOTYN or of competing

product candidates

the loss of regulatory approval for FOLOTYN in patients with relapsed or refractory PTCL

actual or anticipated results of our clinical trials involving FOLOTYN

changes in laws or regulations applicable to FOLOTYN

changes in the expected or actual timing of our development programs

announcements of technological innovations by us or our competitors

changes in financial estimates or recommendations by securities analysts

conditions or trends in the biotechnology and pharmaceutical industries

changes in the market valuations of similar companies

announcements by us of significant acquisitions strategic partnerships joint ventures or capital

commitments

additions or departures of key personnel
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disputes or other developments relating to proprietary rights including patents litigation matters

and our ability to obtain patent protection for our technologies

developments concerning any of our research and development manufacturing and marketing

collaborations

sales of large blocks of our common stock

sales of our common stock by our executive officers directors and five percent stockholders and

economic and other external factors including disasters or crises

Public companies in general and companies included on The NASDAQ Global Market in

particular have experienced extreme price and volume fluctuations that have often been unrelated or

disproportionate to the operating performance of those companies There has been particular volatility

in the market prices of securities of biotechnology and other life sciences companies and the market

prices of these companies have often fluctuated because of problems or successes in given market

segment or because investor interest has shifted to other segments These broad market and industry

factors may cause the market price of our common stock to decline regardless of our operating

performance We have no control over this volatility and can only focus our efforts on our own

operations and even these may be affected due to the state of the capital markets In the past

following large price declines in the public market price of companys securities securities class action

litigation has often been initiated against that company including in 2004 against us Litigation of this

type could result in substantial costs and diversion of managements attention and resources which

would hurt our business Any adverse determination in litigation could also subject us to significant

liabilities

Substantial sales of shares may impact the market price of our common stock

If our stockholders sell substantial amounts of our common stock the market price of our

common stock may decline These sales also might make it more difficult for us to sell equity or equity-

related securities in the future at time and price that we consider appropriate We are unable to

predict the effect that sales may have on the then prevailing market price of our common stock We
have entered into Registration Rights Agreement with Warburg pursuant to which Warburg is entitled

to certain registration rights with respect to shares of our common stock On July 20 2009 we filed

Registration Statement on Form S-3 with the SEC providing for the registration for resale by Warburg

of up to 26124430 shares of our common stock which registration statement was declared effective on

August 28 2009

ITEM lB UNRESOLVED STAFF COMMENTS

Not Applicable

ITEM PROPERTIES

Our corporate headquarters facility consists of approximately 34536 square feet in Westminster

Colorado We lease our corporate headquarters facility pursuant to lease agreement that expires on

January 31 2012 We also lease an office in Princeton New Jersey which consists of approximately

9458 square feet The lease for this office expires on September 30 2011 We believe that our leased

facilities are adequate to meet our needs at this time

ITEM LEGAL PROCEEDINGS

None

ITEM RESERVED
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PART II

ITEM MARKET FOR REGISTRANTS COMMON EQUITY RELATED STOCKHOLDER

MATTERS AND ISSUER PURCHASES OF EQUITY SECURITIES

Market Information and Holders

Our common stock is traded on the Nasdaq Global Market under the symbol ALTH The

following table sets forth for the periods indicated the high and low sales prices for our common stock

as reported on the Nasdaq Global Market

Year Ended December 31 2009 HIGH LOW

First Quarter 9.30 $5.62

Second Quarter 8.50 $5.34

Third Quarter 8.79 $6.60

Fourth Quarter 7.39 $5.46

Year Ended December 31 2008 HIGH LOW

First Quarter 7.70 $4.88

Second Quarter 7.15 $4.89

Third Quarter $10.19 $6.61

Fourth Quarter 8.86 $3.82

On February 25 2010 we had approximately 56 holders of record of our common stock
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Stock Performance Measurement Comparison1

The following graph shows the total stockholder return of an investment of $100 in cash on

December 31 2004 for the Companys common stock ii the Nasdaq Composite Index and iii the

Nasdaq Biotechnology Index All values assume reinvestment of the full amount of all dividends and

are calculated as of December 31 of each year

Comparison of year Cumulative Total Return on Investment

Allos Therapeutics Inc NASDAQ Composite

NASDAQ Biotechnology

12/04 12/05 12/06 12/07 12/08 12/09

Total Return Analysis 12/31/2004 12/31/2005 12/31/2006 12/31/2007 12/31/2008 12/31/2009

Allos Therapeutics Inc $100.00 89.58 $243.75 $262.08 $255.00 $274.17

NASDAQ Composite $100.00 $101.37 $111.03 $121.92 72.49 $104.49

NASDAQ Biotechnology $100.00 $102.84 $103.89 $108.65 94.93 $109.77

The information in this section is not soliciting material is not deemed filed with the SEC and

is not to be incorporated by reference in any filing of the Company under the Securities Act of

1933 as amended or the Securities Exchange Act of 1934 as amended whether made before or

after the date hereof and irrespective of any general incorporation language in any such filing

Dividends

We have never paid dividends to holders of our common stock and we do not anticipate paying

any cash dividends in the foreseeable future as we intend to retain any earnings for use in our business

Any future determination to pay dividends will be at the discretion of our board of directors and will

depend upon our results of operations financial condition contractual restrictions restrictions imposed

by applicable law and other factors our board of directors deems relevant
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ITEM SELECTED FINANCIAL DATA

The selected financial data set forth below should be read in conjunction with our financial

statements and the related notes and Managements Discussion and Analysis of Financial Condition

and Results of Operations included in this report The statement of operations data for the
years

ended December 31 2009 2008 and 2007 and the balance sheet data as of December 31 2009 and

2008 are derived from and qualified by reference to our audited financial statements included

elsewhere in this report The statement of operations data for the years ended December 31 2006 and

2005 and the balance sheet data as of December 31 2007 2006 and 2005 are derived from our

audited financial statements that do not appear in this report The historical results are not necessarily

indicative of the operating results to be expected in the future

Years Ended December 31

Statement of Operations Data

Net product sales

Operating costs and expenses

Cost of sales excluding amortization

expense 408

Research and development 32618

Selling general and administrative 44448

Amortization of intangible asset 121

Restructuring and separation costs
__________ __________ __________ __________

Total operating costs and expenses
__________ __________ __________ __________ __________

Operating loss

Interest and other income net
__________ __________ __________ __________

Loss before income taxes

Income tax benefit
__________ __________ _________ _________ _________

Net loss

Dividend related to beneficial

conversion feature of preferred stock
___________

Net loss attributable to common
stockholders

__________ __________ __________

Net loss per share basic and diluted
__________ __________ __________ __________

Weighted average shares basic and

diluted

2009 2008 2007 2006 2005

in thousands except share and per share data

3585$

30595 22992 16606 12481

23044 19672 14876 9044

77595

74010
380

53639

53639
1909

646 380

42664 32128 21905

42664 32128 21905
3294 1916 1768

73630 51730 39370 30212 20137
77

73553 51730 39370 30212 20137

623

73553 51730 39370 30212 20760

0.81 0.69 0.60 0.55 0.45

90469720 75399774 65188913 55299614 46070686

As of December 31

2009 2008 2007 2006 2005

in thousands

Balance Sheet Data

Cash cash equivalents and investments in

marketable securities 158544 83965 57756 32796 55282

Working capital 151305 77981 51958 28897 52477

Total assets 175384 89340 61460 36382 57081

Common stock and additional paid-in capital 532756 379123 300508 238109 231637

Accumulated deficit 373212 299659 247929 208559 178347
Total stockholders equity 159544 79464 52579 29550 53290
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ITEM MANAGEMENTS DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND
RESULTS OF OPERATIONS

Overview

We are biopharmaceutical company committed to the development and commercialization of

innovative anti-cancer therapeutics Our goal is to build profitable company by generating income

from products we develop and commercialize either alone or with one or more potential strategic

partners We strive to develop proprietary products that have the potential to improve the standard of

care in cancer therapy

We are currently focused on the development and commercialization of FOLOTYN pralatrexate

injection FOLOTYN is targeted antifolate inhibitor designed to accumulate preferentially in cancer

cells FOLOTYN targets the inhibition of dihydrofolate reductase or DHFR an enzyme critical to

DNA and RNA synthesis and tumor growth which triggers cancer cell death FOLOTYN can be

delivered as single agent for which we currently have approval for the treatment of patients with

relapsed or refractory peripheral T-cell lymphoma or PTCL and has the potential to be used in

combination therapy regimens We believe that FOLOTYNs unique mechanism of action offers us the

ability to target the drug for development in variety of hematological malignancies and solid tumor

indications We currently retain exclusive worldwide commercial rights to FOLOTYN for all indications

We may also seek to grow our product portfolio through product acquisition and in-licensing efforts

On September 24 2009 the U.S Food and Drug Administration or FDA granted accelerated

approval of FOLOTYN for use as single agent for the treatment of patients with relapsed or

refractory peripheral T-cell lymphoma or PTCL This approval was based on overall response rate from

our pivotal PROPEL trial Clinical benefit such as improvement in progression-free survival or overall

survival has not been demonstrated FOLOTYN represents our first drug approved for marketing in

the United States FOLOTYN is the first and only drug approved by the FDA for this indication and

represents new treatment option for patients with relapsed or refractory PTCL

We began making FOLOTYN available for commercial sale in the United States on October

2009 and commenced our commercial launch of FOLOTYN in January 2010 We have established

commercial organization including sales marketing supply chain management and reimbursement

capabilities to drive sales of FOLOTYN in the United States Currently our commercial organization

includes approximately 50 sales specialists We believe the market for relapsed or refractory PTCL is

addressable with targeted U.S sales and marketing organization and we intend to promote
FOLOTYN ourselves in the United States Accordingly we have commenced our planned principal

operations and are no longer considered to be in the development stage as of year end 2009

In connection with the accelerated approval we are required to conduct several post-approval

studies that are intended to verify and describe FOLOTYNs clinical benefit in patients with 1-cell

lymphoma and assess whether FOLOTYN poses serious risk of altered drug levels
resulting from

organ impairment In addition to these post-approval studies we are also currently developing

FOLOTYN both as single agent and in combination therapy regimens in variety of hematologic

malignancies and solid tumor indications including cutaneous 1-cell lymphoma B-cell Non-Hodgkins
lymphoma non-small cell lung cancer and advanced or metastatic relapsed transitional cell carcinoma

of the urinary bladder

Based on the results of the PROPEL trial we intend to seek regulatory approval to market

FOLOTYN in Europe for the treatment of patients with relapsed or refractory PTCL Our current

intention is to submit Marketing Authorization Application in Europe in the fourth
quarter of 2010

We may also seek regulatory approval to market FOLOTYN for the treatment of patients with

relapsed or refractory PTCL in Japan and other countries We intend to enter into co-promotion or
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out-licensing arrangements with other pharmaceutical or biotechnology partners where necessary to

reach foreign market segments and when deemed strategically and economically advisable

Results of Operations

We have incurred significant net losses and negative cash flows from operations We have incurred

these losses principally from costs incurred in our research and development programs and from our

selling general and administrative expenses Our primary business activities have been focused on the

development of FOLOTYN and other programs that we discontinued in previous years including RH1

which we discontinued in June 2009 For the years ended December 31 2009 2008 and 2007 we had

net losses of $73.6 million $51.7 million and $39.4 million respectively Research and development

expenses for the
years

ended December 31 2009 2008 and 2007 were $32.6 million $30.6 million and

$23.0 million respectively As of December 31 2009 we had accumulated deficit of $373.2 million

Our ability to generate significant revenue and achieve profitability is dependent on our ability to

successfully commercialize FOLOTYN for the treatment of patients with relapsed or refractory PTCL

in the United States The amount of our future product sales are subject to significant uncertainty We

may never generate sufficient revenue from product sales to become profitable

We expect to continue to spend substantial amounts on research and development including

amounts spent on conducting clinical trials and seeking additional regulatory approvals for FOLOTYN
We also expect to continue to spend substantial amounts on selling general and administrative

expenses in order to commercialize FOLOTYN for the treatment of patients with relapsed or

refractory PTCL Therefore we may need to raise additional capital to support our future operations

Our actual capital requirements will depend on many factors including those discussed under the

Liquidity and Capital Resources section below

If we are unable to generate meaningful amounts of revenue from future product sales or cannot

otherwise raise sufficient additional funds to support our operations we may be required to delay

reduce the scope of or eliminate one or more of our development programs and our business and

future prospects for revenue and profitability may be harmed

Comparison of Years Ended December 31 2009 2008 and 2007

Net product sales Net product sales represent total sell-through revenue less distributor fees and

estimated allowances for rebates and chargebacks to be incurred on the selling price of FOLOTYN
related to the respective revenue as further described in the Critical Accounting Policies section

below We began making FOLOTYN available for commercial sale in the United States on October

2009

We sell FOLOTYN to limited number of pharmaceutical wholesale distributors or distributors

all of which are affiliates under common control These distributors then resell FOLOTYN to the

patients respective health care providers We have determined that domestic shipments of FOLOTYN
made to distributors do not meet the criteria for revenue recognition at the time of shipment and

therefore such shipments are accounted for using the sell-through method Under the sell-through

method we do not recognize revenue upon shipment of FOLOTYN to the distributor For these

product sales we invoice the distributor and record deferred revenue equal to the gross invoice sales

price We then recognize revenue when the product is sold through or upon shipment of the product

from the distributors to the distributors customers Because of the price of FOLOTYN the limited

number of patients the short period from sale of product to patient infusion and limited contractual

return rights FOLOTYN distributors and their customers generally carry limited inventory Through

December 31 2009 we have had no refunds or returns Deferred revenue results from amounts

receivable in advance of revenue recognition
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Balances and activity in the deferred revenue account and reconciliation of gross to net product

sales for the
years ended December 31 2009 2008 and 2007 are as follows

Years Ended

December 31

2009 2008 2007

in millions

Gross product sales to distributors 4.9

Less Gross product sales recognized 4.2

Deferred revenue $0.7

Gross product sales 4.2

Less Gross to Net Sales Adjustments

Government rebates and chargebacks 0.5
Distribution fees 0.1

Net product sales $3.6

The $3.6 million of net product sales in 2009 relates to sales of FOLOTYN commencing in the

fourth quarter of 2009 There were no corresponding net product sales in 2008 or 2007 We expect

sales of FOLOTYN to increase over the next several years as we increase our penetration of the

market for relapsed or refractory PTCL

Balances and activity in the government rebates and chargebacks and distribution fees payable

accounts for the year ended December 31 2009 are as follows

Government

Rebates and Distribution

Chargebacks Fees

in millions

Balance at December 31 2008

Reserve for sales 0.5 0.1

Credits made for sales/payments

Balance at December 31 2009 $0.5 $0.1

Government rebates and chargebacks reflect management estimates which are further discussed in

the Critical Accounting Policies section below

Cost of sales excluding amortization expense Cost of sales excluding amortization expense

includes royalties inventory packaging and labeling warehousing and shipping costs associated with

FOLOTYN product revenue

Years Ended

December 31

2009 2008 2007

in millions

Cost of sales excluding amortization expense $0.4

Prior to receiving FDA approval of FOLOTYN on September 24 2009 all costs related to

purchases of the active pharmaceutical ingredient and manufacturing of the product were recorded as

research and development expense Until we sell the inventory for which the costs were previously

expensed our cost of sales will reflect only royalties and other incremental costs incurred subsequent to

the FDA approval date Accordingly our cost of sales of FOLOTYN will be lower with respect to

product that was manufactured prior to FDA approval This occurred with respect to all sales of
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FOLOTYN in the fourth quarter of 2009 and is expected to occur for significant amount of sales of

FOLOTYN in 2010

The $408000 of cost of sales excluding amortization expense in 2009 was primarily due to an 8%

royalty on gross product sales payable to the licensors of FOLOTYN under the terms of our license

agreement There were no corresponding cost of sales in 2008 or 2007

Research and development Research and development expenses include the costs of certain

personnel preclinical studies clinical trials regulatory affairs biostatistical data analysis third-party

manufacturing costs for development of drug materials for use in preclinical studies and clinical trials

and manufacturing costs and licensing fees incurred for FOLOTYN prior to receipt of FDA approval

Years Ended

December 31

2009 2008 2007

in millions

Research and development expenses $32.6 $30.6 $23.0

The $2.0 million increase in research and development expenses in 2009 as compared to 2008 was

primarily due to the following

$1.6 million increase in personnel and related travel costs mainly attributable to additional

headcount and increases in compensation costs year over year

$1.6 million increase in consulting and professional fees primarily related to regulatory affairs

including preparations related to the filing of our New Drug Application or NDA for

FOLOTYN and the FDAs Oncologic Drugs Advisory Committee or ODAC meeting in

September 2009

$1.4 million increase in third-party manufacturing costs for clinical trial material and

pre-commercial scale-up activities for FOLOTYN and

$1.0 million increase in licensing costs for FOLOTYN as $1.5 million of milestone payments

under the license agreement for FOLOTYN became due upon FDA acceptance of our NDA for

review in May 2009 with corresponding amount of $500000 in the same period in 2008

These increases were partially offset by

$2.1 million decrease in clinical trial costs involving FOLOTYN including decreased costs for

PROPEL which completed patient enrollment in April 2008

$724000 decrease in stock-based compensation primarily related to the resignation of our

former Chief Medical Officer CMO as discussed in more detail in the Stock-based

Compensation Expense section below and

$617000 decrease in preclinical study costs involving FOLOTYN

The $7.6 million increase in research and development expenses in 2008 as compared to 2007 was

primarily due to the following

$6.1 million increase in clinical trial costs involving FOLOTYN including initiation of patient

enrollment in two new trials involving FOLOTYN during 2008

$2.0 million increase in personnel and related travel costs mainly attributable to additional

headcount as result of expanding the development program and pre-commercial scale-up of

manufacturing to support anticipated regulatory and potential commercial requirements for

FOLOTYN and increases in compensation costs year over year
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$1.1 million increase in non-cash stock-based compensation expense as discussed in more

detail below and

$911000 increase in consulting expenses primarily related to preparations for submission of

our NDA for FOLOTYN

These increases were partially offset by

$1.0 million decrease in preclinical study costs involving FOLOTYN

$585000 decrease in clinical trial costs resulting from the discontinuation of the EFAPROXYN

development program in mid-2007

$360000 decrease related to payment of non-recurring data option fee for RH1 in the third

quarter of 2007 with no corresponding amount in 2008 and

$298000 decrease primarily related to FOLOTYN manufacturing

We expect research and development expenses to increase in 2010 as compared to 2009 due to the

following

an increase in clinical trial costs involving FOLOTYN including start-up costs for the

post-approval studies required by the FDA

an increase in personnel and related travel costs primarily resulting from additional headcount

and

an increase in non-cash stock-based compensation expense related to our annual equity grants to

existing employees offset by

decrease in licensing costs for FOLOTYN as no additional milestone payments are expected

to become due under the license agreement for FOLOTYN during 2010

We charge direct internal and external research and development expenses to the respective

development programs In December 2002 we entered into license agreement with Memorial Sloan-

Kettering Cancer Center SRI International and Southern Research Institute as amended under which

we obtained exclusive worldwide rights to portfolio of patents and patent applications related to

FOLOTYN and its uses Through December 31 2009 we have incurred direct costs of approximately

$58.3 million associated with the development of FOLOTYN including $52.5 million related to

research and development expenses for FOLOTYN and an additional $5.8 million related to

milestone payment as result of the FDAs approval to market FOLOTYN on September 24 2009

which was capitalized as an intangible asset on our balance sheet Research and development programs

that have been discontinued include the RH-i program that was discontinued in mid-2009 and the

EFAPROXYN program that was discontinued in mid-2007 In addition we incur indirect costs that are

not allocated to specific programs because such costs benefit multiple development programs These

unallocated costs relate primarily to our lead program during the respective periods which was

FOLOTYN for the years ended December 31 2009 2008 and 2007 since EFAPROXYN was

discontinued in mid-2007 These consist primarily of salaries and benefits for all clinical regulatory

affairs biostatistical analysis and manufacturing personnel consulting and professional fees including

costs associated with filing our NDA for FOLOTYN facilities costs and other internal-shared resources

related to the development and maintenance of infrastructure systems and processes applicable to all

of our programs
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The following table summarizes our research and development expenses for the
years

ended

December 31 2009 2008 and 2007

Years Ended

December 31

2009 2008 2007

in millions

FOLOTYN $15.4 $15.6 $10.3

Discontinued programs 0.3 2.3

Unallocated 17.2 14.7 10.4

Total research and development expenses $32.6 $30.6 $23.0

The timing and costs to complete the successful clinical development of FOLOTYN for additional

indications is highly uncertain and therefore difficult to estimate The lengthy process of seeking

regulatory approvals for additional indications and the subsequent compliance with applicable

regulations require the expenditure of substantial resources Clinical development timelines likelihood

of success and total costs vary widely and are impacted by variety of factors including those discussed

in the Risk Factors section of Part Item 1A above Because of these risks and uncertainties we
cannot predict whether or when we will successfully complete the development of FOLOTYN for any
additional indications or the ultimate costs of such efforts

Selling general and administrative Selling general and administrative expenses include costs for

sales and marketing activities corporate development medical affairs executive administration

corporate offices and related infrastructure

Years Ended

December 31

2009 2008 2007

in millions

Selling general and administrative expenses $44.4 $23.0 $19.7

The $21.4 million increase in selling general and administrative expenses in 2009 as compared to

2008 was primarily due to the following

$11.3 million increase in personnel and related travel and facilities costs mainly attributable to

additional headcount for the commercialization of FOLOTYN including our sales and

marketing organization and increases in compensation costs year over year

$4.2 million increase in market research and consulting expenses related to the

commercialization of FOLOTYN

$3.3 million increase in
advertising costs including promotional expenses and costs related to

trade shows

$1.4 million increase in non-cash stock-based compensation expense as discussed in more
detail below

$1.3 million increase in
grants and sponsored medical education programs and

$600000 increase related to public relations activities

These increases were partially offset by $815000 decrease in portfolio and intellectual property

development activities
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The $3.4 million increase in selling general and administrative expenses in 2008 as compared to

2007 was primarily due to the following

$1.4 million increase in intellectual property and commercialization planning activities for

FOLOTYN

$709000 increase in market research and consulting expenses related to pre-commercial

planning activities for FOLOTYN

$563000 increase in personnel and related travel costs mainly attributable to additional

headcount and increases in compensation costs year over year and

$303000 increase in non-cash stock-based compensation expense as discussed in more detail

below

We expect selling general and administrative expenses to increase in 2010 as compared to 2009

due to the following

an increase in sales and marketing costs associated with executing our marketing and

promotional programs for the commercialization of FOLOTYN

an increase in costs associated with medical affairs and medical education expenses to educate

the medical community

an increase in general and administrative expenses associated with building and maintaining our

administrative infrastructure to support the commercialization of FOLOTYN

an increase in personnel costs primarily resulting from additional headcount including full

year of costs for approximately 60 employees hired in the second half of 2009 in preparation for

the commercial launch of FOLOTYN in January 2010 and

an increase in non-cash stock-based compensation expense related to grants for new employees

and our annual equity grants to existing employees

Stock-based Compensation Expense Stock-based compensation expense for the years ended

December 31 2009 2008 and 2007 has been recognized in our Statements of Operations as follows

Years Ended

December 31

2009 2008 2007

in millions

Research and development $2.4 $3.1 $2.1

Selling general and administrative 6.3 4.9 4.6

Total stock-based compensation expense $8.7 $8.0 $6.7

Effective September 30 2009 Pablo Cagnoni M.D our former Senior Vice President and Chief

Medical Officer CMO resigned As result of his resignation we adjusted the forfeiture rate applied

to his equity compensation which resulted in one-time $906000 reversal of research and

development stock-based compensation expense during the year ended December 31 2009 of which

$699000 related to stock option awards $166000 related to restricted stock awards and $41000 related

to restricted stock unit awards

Of the $8.7 million of stock-based compensation recognized in the year ended December 31 2009

$8.1 million was related to our stock option plans $416000 related to restricted stock and restricted

stock units and $116000 related to our employee stock purchase plan Of the $8.0 million of stock

based compensation recognized in the year ended December 31 2008 $7.5 million was related to our

stock option plans $423000 related to restricted stock and $59000 related to our employee stock
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purchase plan Of the $6.7 million of stock-based compensation recognized in the year ended

December 31 2007 $5.9 million was related to our stock option plans $690000 related to restricted

stock and $61000 related to our employee stock purchase plan The $660000 increase in stock-based

compensation expense in 2009 as compared to 2008 was primarily due to an increase in the number of

options granted to new employees and to existing employees pursuant to our annual
grants that

occurred in February 2009 offset by the reversal related to the resignation of our former CMO
discussed above The $1.4 million increase in stock-based compensation expense in 2008 as compared
to 2007 was primarily due to the additional stock options granted during the year ended December 31
2008

As of December 31 2009 the unrecorded stock-based compensation balance related to stock

option awards was $8.1 million and will be recognized over an estimated weighted-average amortization

period of 1.4 years As of December 31 2009 the unrecorded stock-based compensation balance

related to restricted stock units was approximately $547000 and will be recognized over an estimated

weighted-average amortization period of 1.6 years As of December 31 2009 the unrecorded stock-

based compensation balance related to restricted stock awards was approximately $53000 and will be

recognized over an estimated weighted-average amortization period of 1.2 years

Amortization of intangible asset Amortization of intangible asset includes amortization of

capitalized license costs over the expected patent life of the related product

Amortization of intangible asset expense for the year ended December 31 2009 was $121000
There was no expense for the years ended December 31 2008 or 2007 The $121000 expense in the

year ended December 31 2009 was due to the amortization of the $5.8 million intangible asset

resulting from the milestone payment under our license agreement for FOLOTYN in September 2009
Amortization expense is being recorded on straight line basis over the estimated remaining life of the

composition of matter patent for FOLOTYN which we expect to last until July 16 2022 This includes

the anticipated Hatch-Waxman extension that provides patent protection for drug compounds for

period of up to five years to compensate for time spent in development This term is our best estimate

of the life of the patent If however the Hatch-Waxman extension is not granted the intangible asset

will be amortized over shorter period

Interest and Other Income Net Interest income net of interest expense for the
years ended

December 31 2009 2008 and 2007 was $380000 $1.9 million and $3.3 million respectively The
$1.5 million decrease in 2009 as compared to 2008 was primarily due to lower yields on our cash cash

equivalents and investments in marketable securities and $149000 loss on the disposal of certain

software that was no longer in use during the three months ended June 30 2009 offset by $395000
decrease in realized losses on the sale of certain of our investments in marketable securities The
$1.4 million decrease in 2008 as compared to 2007 was primarily due to lower yields on our cash cash

equivalents and investments in marketable securities and realized loss of approximately $552000 on
the sale of certain of our investments in marketable securities during the three months ended

September 30 2008 We have the ability and intent to hold our remaining investments in marketable
securities to recover the entire amortized cost basis of the investments as of December 31 2009
although we monitor our investment portfolio with the primary objectives of preserving principal and

maintaining proper liquidity to meet our operating needs

Income Taxes Income tax benefit for the years ended December 31 2009 and 2008 was $77000
and $0 respectively The $77000 increase in income tax benefit in the

year ended December 31 2009
as compared to the same period in 2008 was related to refundable research and experimentation
income tax credit received during 2009 with no corresponding amount in 2008 As of December 31
2009 we had available approximately $238.7 million of net operating loss or NOL carryforwards after

taking into consideration NOLs expected to expire unused due to the limitations under Section 382 of

the Internal Revenue Code and which includes approximately $6.5 million of deductions related to
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stock-based compensation that are not realized as deferred tax assets until current taxes payable can be

reduced Of these NOL carryforwards $2.3 million will expire beginning in 2010 $3.9 million in 2011

$6.2 million in 2012 and the remaining NOL carryforwards expire in 2018 through 2029 In addition as

of December 31 2009 we had research and development credit and orphan drug credit carryforwards

after taking into consideration the Section 382 limitation of $4.1 million and $5.8 million respectively

to offset future regular tax expense Since the Companys formation it has raised capital through the

issuance of capital stock on several occasions which combined with shareholders subsequent

disposition
of those shares has resulted in four changes of control in 1994 1998 2001 and 2005 as

defined by Section 382 In general an ownership change as defined by Section 382 results from

transactions increasing the ownership of certain shareholders or public groups in the stock of

corporation by more than 50% within three-year period As result of the most recent ownership

change in 2005 utilization of approximately $59.9 million of NOL carryforwards generated prior to the

latest change are subject to an annual limitation of approximately $2.2 million under Section 382

determined by multiplying the value of our stock at the time of the ownership change by the applicable

long-term tax-exempt rate Additionally we have recognized built-in gain that will increase the annual

limitation by $3.3 million for each of the five years after the 2005 ownership change Any unused

annual limitation may be carried over to subsequent years and the amount of the limitation may

under certain circumstances be subject to adjustment if the fair value of the Companys net assets are

determined to be below or in excess of the tax basis of such assets at the time of the ownership change

and such unrealized loss or gain is recognized during the five-year period after the ownership change

Subsequent ownership changes as defined in Section 382 could further limit the amount of our NOL

carryforwards
and research and development credits that can be utilized annually to offset future

taxable income

Liquidity and Capital Resources

As of December 31 2009 we had $158.5 million in cash cash equivalents and investments in

marketable securities Of this amount $141.1 million was held in money market funds and cash

accounts and $17.4 million was held in U.S Treasury bills certificates of deposit and high-grade

corporate notes with weighted average duration of the remaining time to maturity of approximately

two months Until required for use in our business we invest our cash reserves in bank deposits money

market funds certificates of deposit high-grade corporate notes and U.S government instruments in

accordance with our investment policy

Since our inception we have financed our operations primarily through public and private sales of

our equity securities which have resulted in net proceeds to us of $473.5 million through December 31

2009

Net cash used to fund our operating activities for the years
ended December 31 2009 2008 and

2007 was $62.2 million $42.9 million and $30.8 million respectively

For fiscal
year 2010 total operating costs and expenses are expected to approximate $120 to

$130 million excluding non-cash stock-based compensation expense Stock-based compensation expense

is expected to approximate $13 to $15 million Actual financial results for 2010 will vary
based upon

many factors including the growth of FOLOTYN sales and rate of patient enrollment in clinical trials

that are ongoing and planned for initiation in 2010

Net cash provided by investing activities for the year ended December 31 2009 was $28.0 million

and consisted of the proceeds from maturities and sales net of purchases of investments in marketable

securities partially offset by $5.8 million of cash paid related to the milestone payment made under our

license agreement for FOLOTYN upon FDA approval in September 2009 and $1.4 million for the

acquisition of property
and equipment Net cash used in investing activities for the years ended

December 31 2008 and 2007 was $13.2 million and $19.1 million respectively and consisted primarily
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of purchases of investments in marketable securities partially offset by the proceeds from maturities of

investments in marketable securities

Net cash provided by financing activities for the year ended December 31 2009 was $145.0 million

and consisted of $47.0 million of net proceeds from the sale of 7750000 shares of common stock at

the public offering price of $6.30 in April 2009 $93.1 million of net proceeds from the sale of

14000000 shares of common stock at the public offering price of $7.10 in October 2009 and

$4.9 million of proceeds from the issuance of common stock associated with stock options exercised by

our employees and sales of stock under our employee stock purchase plan Net cash provided by

financing activities for the year
ended December 31 2008 was $70.6 million and consisted primarily of

the net proceeds from the sale of 12420000 shares of our common stock in May 2008 in an

underwritten public offering at price of $5.64 per share and $5.4 million of proceeds from the

issuance of common stock associated with stock options exercised by our employees and sales of stock

under our employee stock purchase plan Net cash provided by financing activities during the year

ended December 31 2007 was $55.7 million and resulted primarily from the sale of 9000000 shares of

common stock in February 2007 in an underwritten offering at price of $6.00 per share $5.5 million

of proceeds associated with the exercise of common stock options common stock warrants and sales of

stock under our employee stock purchase plan and the release of $183000 of restricted cash in

connection with reduction of the letter of credit required pursuant to the lease for our corporate

headquarters facility

Based upon the current status of our product development and commercialization plans we

believe that our cash cash equivalents and investments in marketable securities as of December 31

2009 should be adequate to support our operations through at least the next 12 months although there

can be no assurance that this can in fact be accomplished Our forecast of the period of time through

which our financial resources will be adequate to support our operations is forward-looking statement

that involves risks and uncertainties and actual results could vary materially

We anticipate continuing our current development programs and beginning other long-term

development projects involving FOLOTYN including the post-approval clinical studies required for

FOLOTYN These projects may require many years and substantial expenditures to complete and may

ultimately be unsuccessful In addition we expect to incur significant costs relating to the

commercialization of FOLOTYN including costs related to our sales and marketing medical affairs

and manufacturing operations Therefore we may need to raise additional capital to support our future

operations Our actual capital requirements will depend on many factors including

the timing and amount of revenues generated from sales of FOLOTYN

the timing and costs associated with our sales and marketing activities for the commercialization

of FOLOTYN

the timing and costs associated with manufacturing clinical and commercial supplies of

FOLOTYN

the timing and costs associated with conducting preclinical and clinical development of

FOLOTYN including the post-approval clinical studies required by the FDA as well as our

evaluation of and decisions with respect to additional therapeutic indications for which we may

develop FOLOTYN

the timing costs and potential revenue associated with any co-promotion or other partnering

arrangements entered into to commercialize FOLOTYN and

our evaluation of and decisions with respect to potential in-licensing or product acquisition

opportunities or other strategic alternatives
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We may seek to obtain this additional capital through equity or debt financings arrangements with

corporate partners or from other sources Such financings or arrangements if successfully

consummated may be dilutive to our existing stockholders However there is no assurance that

additional financing will be available when needed or that if available we will obtain such financing

on terms that are favorable to our stockholders or us In the event that additional funds are obtained

through arrangements with collaborative partners or other sources such arrangements may require us

to relinquish rights to some of our technologies product candidates or products under development
which we might otherwise seek to develop or commercialize ourselves on terms that are less favorable

than might otherwise be available If we are unable to generate meaningful amounts of revenue from

future product sales or cannot otherwise raise sufficient additional funds to support our operations we

may be required to delay reduce the scope of or eliminate one or more of our development programs
and our business and future prospects for revenue and profitability may be harmed

Obligations and Commitments

Below is schedule of the timing of contractual commitments by fiscal year related to our leases

service contracts and license agreements We currently have no off-balance sheet arrangements

2010 2011 to 2012 2013 to 2014 After 2014 Total

Operating lease obligations $1133000 $1324000 $2457000

Total obligations $1133000 $1324000 $2457000

Operating lease obligations represent our future minimum rental commitments for non-cancelable

operating leases for our facilities and automobiles We lease our corporate headquarters facility

pursuant to lease agreement that expires on January 31 2012 Our lease for an office in Princeton

New Jersey expires on September 30 2011

Based on the results of the PROPEL trial we intend to seek regulatory approval to market

FOLOTYN in Europe and other countries for the treatment of patients with relapsed or refractory

PTCL Our current intention is to submit Marketing Authorization Application in Europe in the

fourth quarter of 2010 Under the terms of our license agreement for FOLOTYN we are required to

make an additional milestone payment of $3.5 million upon regulatory approval to market FOLOTYN
in Europe

Critical Accounting Policies

Our discussion and analysis of our financial condition and results of operations are based upon our

financial statements which have been prepared in accordance with accounting principles generally

accepted in the United States The preparation of these financial statements requires us to make
estimates and judgments that affect the reported amounts of assets liabilities and expenses We base

our estimates on historical experience available information and assumptions that we believe to be

reasonable under the circumstances Actual results may differ from these estimates under different

assumptions or conditions We believe the following policies to be the most critical to an understanding
of our financial condition and results of operations because they require us to make estimates

assumptions and informed management judgments about matters that are inherently uncertain

revenue recognition

accounting for research and development expenses

accounting for inventory and

accounting for stock-based compensation expense
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Revenue Recognition We generate revenue from product sales We recognize product revenue

when it is realized or realizable and earned Revenue is realized or realizable and earned when all of

the following criteria are met persuasive evidence of an arrangement exists delivery has

occurred or services have been rendered our price to the buyer is fixed and determinable and

collectability is reasonably assured Revenue from sales transactions where the buyer has the right

to return the product is recognized at the time of sale only if our price to the buyer is substantially

fixed or determinable at the date of sale the buyer has paid us or the buyer is obligated to pay us

and the obligation is not contingent on resale of the product the buyers obligation to us would not

be changed in the event of theft or physical destruction or damage of the product the buyer

acquiring the product for resale has economic substance apart from that provided by us we do not

have significant obligations for future performance to directly bring about resale of the product by the

buyer and the amount of future returns can be reasonably estimated

Given our limited sales history we are unable to estimate returns Therefore we have determined

that domestic shipments of FOLOTYN made to distributors do not meet the criteria for revenue

recognition at the time of shipment and therefore such shipments are accounted for using the

sell-through method Under the sell-through method we do not recognize revenue upon shipment of

FOLOTYN to the distributor For these product sales we invoice the distributor and record deferred

revenue equal to the gross invoice sales price We then recognize revenue when the product is sold

through or upon shipment of the product from the distributors to the distributors customers Because

of the price of FOLOTYN the limited number of patients the short period from sale of product to

patient infusion and limited contractual return rights FOLOTYN distributors and their customers

generally carry limited inventory Through December 31 2009 we have had no refunds or returns

Deferred revenue results amounts receivable in advance of revenue recognition

We estimate sell-through revenue and certain
gross to net sales adjustments based upon analysis of

third-party information including information obtained from certain distributors with respect to their

inventory levels and sell-through to the distributors customers Our estimates are subject to the

inherent limitations of estimates that rely on third-party data The information received from

distributors is product of their record-keeping process
and their internal controls surrounding such

processes Our sales and revenue recognition under the sell-through method reflect our estimate of

actual product sold through the distribution channel

Additionally under the sell-through method royalties paid based on unit shipments to distributors

are deferred and recognized as royalty expense when those units are sold through and recognized as

revenue Royalties paid are deferred as we have the right to offset royalties paid for product that are

later returned against subsequent royalty obligations

Net Product Sales

Our net product sales represent total sell-through revenue less estimated allowances for rebates

and chargebacks to be incurred on the selling price of FOLOTYN related to the respective revenue In

addition we incur certain distributor fees related to the management of our product by distributors

These distributor fees are recorded within net revenues and are known at the time of sale Due to

estimates and assumptions inherent in determining the amount of rebates and chargebacks the actual

amount of claims for rebates and chargebacks may be different from our estimates at which time we

would adjust our reserves accordingly Product sales allowances and accruals are based on definitive

contractual agreements or legal requirements such as Medicaid laws and regulations related to the

purchase and/or utilization of the product by these entities Allowances and accruals are generally

recorded in the same period that the related revenue is recognized
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Classification of Product Sales Allowances and Accruals

Accruals related to Medicaid rebates government chargebacks and distributor fees are recognized

at the time sell-through revenue is recorded resulting in reduction in product sales revenue and the

recording of an increase in accrued expenses

Medicaid Rebates

Our product is subject to state government-managed Medicaid programs whereby discounts and

rebates are provided to participating state governments We record estimated rebates payable under

governmental programs including Medicaid as reduction of revenue at the time sell-through

revenues are recorded Our calculations related to these rebate accruals require estimates including

estimates of customer mix primarily based on combination of market and clinical research to

determine which sales will be subject to rebates and the amount of such rebates Given our lack of

historical sales data we utilized this research to estimate what we believe is the maximum potential

Medicaid utilization of 64% of our sales not already subject to Government Chargebacks discussed

below We also consider any legal interpretations of the applicable laws related to Medicaid and

qualifying federal and state government programs and any new information regarding changes in the

Medicaid programs regulations and guidelines that would impact the amount of the rebates In

addition because of the inherent difficulties of predicting the impact on our estimates and assumptions

of state Medicaid programs and regulations we are unable to quantify an estimate of the reasonably

likely effect of any such changes on our results of operations or financial position We update our

estimates and assumptions each period and record any necessary adjustments to our reserves Although

allowances and accruals are recorded at the time of product sale certain rebates are typically paid out
on average up to six months or longer after the sale We account for Medicaid rebates by establishing

an accrual in an amount equal to our estimate of Medicaid rebate claims attributable to sales

recognized in that period If actual future results vary from our estimates we may need to adjust our

previous estimates which would affect our earnings in the period of the adjustment For reference

purposes 10% to 20% variance to our estimated allowance for state Medicaid rebates as of

December 31 2009 would result in an approximate $39000 to $78000 adjustment to net product sales

Government Chargebacks

Our products are subject to certain programs with federal government qualified entities whereby

pricing on products is discounted below distributor list price to participating entities These entities

purchase products through distributors at the discounted price and the distributors charge the

difference between their acquisition cost and the discounted price back to us We account for

chargebacks by establishing an accrual in an amount equal to our estimate of maximum chargeback

claims We determine our chargeback estimates based on actual FOLOTYN sell-through sales data

from third-party information Chargeback amounts are determined at the time of resale to the federal

government qualified entities and we generally issue credits for such amounts within several weeks of

receiving claims from the distributor Estimated chargeback amounts are recorded at the time the

sell-through sale occurs and we adjust the accrual quarterly to reflect actual experience Due to

estimates and assumptions inherent in determining the amount of government chargebacks the actual

amount of claims for chargebacks may be different from our estimates at which time we would adjust

our reserves accordingly

Research and Development Research and development expenditures are charged to expense as

incurred Research and development expenses include the costs of certain personnel preclinical studies

clinical trials regulatory affairs biostatistical data analysis third
party manufacturing costs for

development of drug materials for use in clinical trials and preclinical studies and licensing fees for our

product candidates prior to FDA approval All finished drug inventory costs associated with production

activities in our third party manufacturing facilities prior to receiving FDA
approval for such facilities

58



and prior to receiving regulatory approval to market our product are expensed to research and

development expenses Upon receipt of the related regulatory approval we capitalize those

manufacturing costs for our marketed products at the lower of cost or market and then expense the

sold inventory as component of cost of sales We accrue research and development expenses for

activity as incurred during the fiscal year and prior to receiving invoices from clinical sites and third

party
clinical and preclinical research organizations We accrue external costs for clinical and preclinical

studies based on an evaluation of the following the progress of the studies including patient

enrollment dosing levels of patients enrolled estimated costs to dose patients invoices received and

contracted costs with clinical sites and third party clinical and preclinical research organizations

Significant judgments and estimates must be made and used in determining the accrued balance in any

accounting period Actual results could differ from those estimates During the years
ended

December 31 2009 2008 and 2007 we did not have any changes in estimates that would have resulted

in material adjustments to research and development expenses accrued in the prior period

In accordance with certain research and development agreements we are obligated to make

certain upfront payments upon execution of the agreement We record these upfront payments as

prepaid research and development expenses Such payments are recorded to research and development

expense as services are performed We evaluate on quarterly basis whether events and circumstances

have occurred that may indicate impairment of remaining prepaid research and development expenses

Inventoiy Costs associated with the production of FOLOTYN bulk drug substance and

formulated drug product by our third party manufacturers are recorded as either research and

development expense or inventory

Costs associated with the production of FOLOTYN by our third party manufacturers are expensed

to research and development expense at the time of production when

the formulated drug product is packaged for clinical trial use

the bulk drug substance and formulated drug product is produced prior to receiving regulatory

approval to market the product candidate and

the bulk drug substance and formulated drug product is produced prior to receiving FDA

approval for the respective third party manufacturing facilities

If and when we receive the related regulatory approval we would then capitalize those

manufacturing costs for our marketed products at the lower of cost first-in first-out method or

market current replacement cost with cost determined on the first-in first-out basis and then expense

the sold inventory as component of cost of goods sold

Prior to receiving FDA approval of FOLOTYN all costs related to purchases of the active

pharmaceutical ingredient and the manufacturing of the product were recorded as research and

development expense Inventory as of December 31 2009 consists of work in process
of $36000 Until

we sell the inventory for which the costs were previously expensed our cost of product sales will reflect

only incremental costs incurred subsequent to FDA approval We continue to expense costs associated

with clinical trial material as research and development expense

Stock-based Compensation Expense We have several stock-based compensation plans under which

incentive and non-qualified stock options restricted stock units and restricted shares may be granted

and an employee stock purchase plan We measure the cost of employee services received in exchange

for an award of equity instruments based on the grant date fair value of the award That cost is

recognized over the period during which an employee is required to provide services in exchange for

the award the requisite service period usually the vesting period We provide an estimate of

forfeitures at initial grant
date
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During the years ended December 31 2009 2008 and 2007 we recorded stock-based compensation

expense of approximately $8.7 million $8.0 million and $6.7 million respectively related to stock-based

awards including stock options restricted stock units restricted stock and our employee stock purchase

plan As of December 31 2009 the unrecorded deferred stock-based compensation balance related to

these stock-based awards was approximately $8.7 million and will be recognized over the remaining

vesting periods of the awards Judgments and estimates must be made and used in determining the

factors used in calculating the fair value of stock-based awards including the expected forfeiture rate of

our stock-based awards the expected life of our stock-based awards and the expected volatility of our

stock price For more information on stock-based compensation expense during the year ended

December 31 2009 refer to Note Stock-Based Compensation Plans of the Notes to our Financial

Statements included in Part IV Item 15 of this report

Recent Accounting Pronouncements

In June 2009 the FASB issued accounting guidance that eliminates the exemption from

consolidation for qualifying special-purpose entities effective for financial asset transfers occurring after

the beginning of an entitys first fiscal
year

that begins after November 15 2009 We currently do not

have any of these entities

In June 2009 the FASB issued accounting guidance that assists in determining whether an

enterprise has controlling financial interest in variable interest entity This guidance is effective as

of the beginning of the first fiscal year that begins after November 15 2009 We currently do not have

any such arrangements

In October 2009 the FASB issued new accounting guidance related to revenue arrangements with

multiple deliverables that provides principles for allocation of consideration among an arrangements

multiple-elements allowing more flexibility in identifying and accounting for separate deliverables The

guidance introduces an estimated selling price method for valuing the elements of bundled

arrangement if vendor-specific objective evidence or third-party evidence of selling price is not

available and significantly expands related disclosure requirements This guidance is effective on

prospective basis for revenue arrangements entered into or materially modified in fiscal years beginning

on or after June 15 2010 Alternatively adoption may be on retrospective basis and early application

is permitted We are currently evaluating the impact of adopting this guidance on our financial

statements
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ITEM 7A QUANTITATiVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

Our financial instruments as of December 31 2009 consisted of cash cash equivalents
investments

in marketable securities and accounts payable All highly liquid investments with original maturities of

three months or less are considered to be cash equivalents We invest in marketable securities in

accordance with our investment policy The primary objectives of our investment policy are to preserve

principal and maintain proper liquidity to meet operating needs Our investment policy specifies credit

quality standards for our investments and limits the amount of credit exposure to any single issue issuer

or type of investment The weighted average duration of the remaining time to maturity for our portfolio

of investments in marketable securities as of December 31 2009 was approximately two months As of

December 31 2009 our investments in marketable securities of $17.4 million were all classified as

held-to-maturity and were held in variety of interest-bearing instruments consisting mainly of U.S

Treasury bills and certificates of deposit We did not hold any derivative instruments foreign exchange

contracts asset backed securities mortgage backed securities auction rate securities or securities of

issuers in bankruptcy in our investment portfolio as of December 31 2009 The value of our investments

in marketable securities may be adversely affected by rating downgrades or bankruptcies affecting the

issuers of such securities whether caused by instability in the global financial markets lack of liquidity in

the credit and capital markets or other factors We have the ability and intent to hold our remaining

investments in marketable securities to recover the entire amortized cost basis of the investments as of

December 31 2009 although we monitor our investment portfolio with the primary objectives of

preserving principal and maintaining proper liquidity to meet our operating needs

Investments in fixed-rate interest-bearing instruments carry varying degrees of interest rate risk The

fair market value of our fixed-rate securities may be adversely impacted due to rise in interest rates In

general securities with longer maturities are subject to greater interest-rate risk than those with shorter

maturities Due in part to this factor our interest income may fall short of expectations or we may suffer

losses in principal if securities are sold that have declined in market value due to changes in interest

rates Due to the short duration of our investment portfolio we believe an immediate 10% change in

interest rates would not be material to our financial condition or results of operations

ITEM FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA

The financial statements required by this Item are included in Item 15 of this report and are

presented beginning on page F-i

ITEM CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND
FINANCIAL DISCLOSURE

None

ITEM 9A CONTROLS AND PROCEDURES

Disclosure Controls and Procedures

As of the end of the period covered by this report an evaluation was carried out under the

supervision and with the participation of our management including our principal executive officer and

principal financial officer of the effectiveness of our disclosure controls and procedures as defined in

Rule 13a-15e of the Securities Exchange Act of 1934 as amended or the Exchange Act Based on

that evaluation our management including our principal executive officer and principal financial

officer concluded that our disclosure controls and procedures were effective as of December 31 2009

to ensure that information required to be disclosed by us in reports that we file or submit under the

Exchange Act is recorded processed summarized and reported within the time periods specified in the

Securities and Exchange Commissions rules and forms and that such information is accumulated and

communicated to our management including our principal executive officer and principal financial

officer as appropriate to allow timely decisions regarding required disclosure
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Managements Report on Internal Control Over Financial Reporting

Our management is responsible for establishing and maintaining effective internal control over

financial reporting Internal control over financial reporting is defined in Rule 13a-15f or Rule 15d-f

promulgated under the Exchange Act as process designed by or under the supervision of

companys principal executive officer and principal financial officer and effected by the companys
board of directors management and other personnel to provide reasonable assurance regarding the

reliability of financial reporting and the preparation of financial statements for external purposes in

accordance with generally accepted accounting principles companys internal control over financial

reporting includes those policies and procedures that

pertain to the maintenance of records that in reasonable detail accurately and fairly reflect the

transactions and dispositions of the assets of the company

provide reasonable assurance that transactions are recorded as necessary to permit preparation

of financial statements in accordance with generally accepted accounting principles and that

receipts and expenditures of the company are being made only in accordance with authorizations

of management and directors of the company and

provide reasonable assurance regarding prevention or timely detection of unauthorized

acquisition use or disposition of the companys assets that could have material effect on the

financial statements

Because of its inherent limitations internal control over financial reporting may not prevent or

detect misstatements Also projections of any evaluation of effectiveness to future periods are subject

to the risk that controls may become inadequate because of changes in conditions or that the degree

of compliance with the policies or procedures may deteriorate

Our management assessed the effectiveness of our internal control over financial reporting as of

December 31 2009 In making its assessment management used the criteria established in Internal

ControlIntegrated Framework issued by the Committee of Sponsoring Organizations of the Treadway

Commission Based on its assessment management determined that as of December 31 2009 we
maintained effective internal control over financial reporting based on those criteria

In addition the effectiveness of our internal control over financial reporting as of December 31
2009 has been audited by PricewaterhouseCoopers LLP an independent registered public accounting

firm as stated in their report on page F-2 of this Annual Report on Form 10-K

Changes in Internal Control over Financial Reporting

In October 2009 we began shipping and recording revenue related to our newly approved

product FOLOTYN The commercial sales efforts required new processes and accounting estimates In

addition we are using third party logistics provider for shipping inventory customer service and

certain other logistical and financial services related to sales of FOLOTYN As result we are relying

on their systems and processes for the above functions We have performed variety of reconciliations

and have implemented certain internal controls
processes

in various functional areas of the Company to

ensure that financial data related to FOLOTYN sales activity has been correctly reflected in our

financial statements We are not aware of any material adverse impacts on our internal controls over

financial reporting as result of the implementation of these new controls There were no other

changes in our internal control over financial reporting during the quarter ended December 31 2009

that have materially affected or are reasonably likely to materially affect our internal control over

financial reporting

ITEM 9B OTHER INFORMATION

None
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PART III

ITEM 10 DIRECTORS EXECUTIVE OFFICERS AND CORPORATE GOVERNANCE

The information required by this Item concerning our directors is incorporated by reference to the

information to be set forth in the section entitled Proposal 1Election of Directors in our definitive

Proxy Statement for the 2010 Annual Meeting of Stockholders to be filed with the Securities and

Exchange Commission within 120 days after the end of our fiscal year ended December 31 2009 or

the Proxy Statement The information required by this Item concerning compliance with Section 16a
of the Exchange Act is incorporated by reference to the information to be set forth in the section of

the Proxy Statement entitled Section 16a Beneficial Ownership Reporting Compliance The

information required by this Item concerning the procedures by which our stockholders may
recommend nominees to our Board of Directors is incorporated by reference to the information to be

set forth in the section of the Proxy Statement entitled Information Regarding the Director

Nomination Process The information required by this Item concerning our Audit Committee is

incorporated by reference to the information to be set forth in the section of the Proxy Statement

entitled Audit Committee The balance of the information required by this Item except as otherwise

set forth below is incorporated by reference to the information to be set forth in the section of the

Proxy Statement entitled Executive Officers

Our Board of Directors has adopted Code of Business Conduct and Ethics for all of our

directors officers and employees Stockholders may locate copy of our Code of Business Conduct and

Ethics on our website at http//www.allos.com or request free copy from

Allos Therapeutics Inc

Attention Investor Relations

11080 CirclePoint Road Suite 200

Westminster CO 80020

Telephone 303-426-6262

To date there have been no waivers under our Code of Business Conduct and Ethics We will post

any waivers if and when granted of our Code of Business Conduct and Ethics on our website

ITEM 11 EXECUTiVE COMPENSATION

The information required by this Item regarding executive compensation is incorporated by

reference to the information to be set forth in the sections of the Proxy Statement entitled Executive

Compensation Director Compensation Compensation Committee Interlocks and Insider

Participation and Compensation Committee Report
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ITEM 12 SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT
AND RELATED STOCKHOLDER MATTERS

Securities Authorized for Issuance Under Equity Compensation Plans

The following table provides certain information with
respect to our equity compensation plans in

effect as of December 31 2009

Number of securities

remaining available

for issuance under

Number of securities to Weighted-average equity compensation
be issued upon exercise exercise price plans excluding
of outstanding options of outstanding securities reflected

and rights options and rights in column
Plan Category

Equity compensation plans approved by

security holders 8447975 $5.73 1064500112
Equity compensation plans not approved by

security holders

Total 8447975 $5.73 1064500112

Includes 8427287 shares of common stock available for future issuance under our 2008 Equity

Incentive Plan All stock awards granted under our 2008 Equity Incentive Plan after the June 24
2008 effective date thereof other than stock options and stock appreciation rights granted with an

exercise price of at least 100% of such stock awards fair market value on the date of grant reduce

the number of shares available for issuance under our 2008 Equity Incentive Plan by 1.35 shares

per share granted pursuant to the stock award Shares of common stock that revert to and again

become available for issuance under our 2008 Equity Incentive Plan and that prior to such

reversion were granted pursuant to stock award that reduced the number of shares available

under our 2008 Equity Incentive Plan by 1.35 shares per share granted pursuant to such stock

award will cause the number of shares of our common stock available for issuance under our 2008

Equity Incentive Plan to increase by 1.35 shares upon such reversion

Includes 2217714 shares of common stock available for future issuance under our 2001 Employee
Stock Purchase Plan

Other Information

Other information required by this Item regarding security ownership of certain beneficial owners

and management is incorporated by reference to the information to be set forth in the section of the

Proxy Statement entitled Security Ownership of Certain Beneficial Owners and Management

ITEM 13 CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS AND DIRECTOR
INDEPENDENCE

The information required by this Item regarding certain relationships and related transactions and

director independence is incorporated by reference to the information to be set forth in the sections of

the Proxy Statement entitled Transactions with Related Persons and Information Regarding the

Board of Directors and Corporate Governance

ITEM 14 PRINCIPAL ACCOUNTING FEES AND SERVICES

The information required by this Item regarding principal accounting fees and services is

incorporated by reference to the information to be set forth in the section of the Proxy Statement

entitled Proposal 2Ratification of Selection of Independent Registered Public Accountants
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PART 1V

ITEM 15 EXHIBITS AND FINANCIAL STATEMENT SCHEDULES

The following documents are being filed as part of this report

Financial Statements

Reference is made to the Index to Financial Statements of Allos Therapeutics Inc appearing

on page F-i of this report

Financial Statement Schedules

All financial statement schedules have been omitted because they are not applicable or not

required or because the information is included elsewhere in the Financial Statements or the

Notes thereto

Exhibits

The following is list of exhibits filed as part of this report on Form 10-K Where so

indicated exhibits that were previously filed are incorporated by reference

Incorporated by Reference

Exhibit Filing Filed

No Description Form Date Number Herewith

3.01 Amended and Restated Certificate of Incorporation 8-K 7/20/2009 3.1

3.02 Certificate of Designation of Series Junior 8-K 7/20/2009 3.2

Participating Preferred Stock

3.03 Certificate of Amendment to Restated Certificate of 8-K 7/20/2009 3.3

Incorporation

3.04 Certificate of Amendment to the Certificate of 8-K 7/20/2009 3.4

Designations of Series Junior Participating Preferred

Stock

3.05 Amended and Restated Bylaws of Allos 8-K 6/25/2007 3.04

Therapeutics Inc

4.01 Form of Common Stock Certificate .S-i/A 3/17/2000 4.01

4.02 Reference is made to Exhibits 3.01 3.02 3.03 and 3.04

4.03 Rights Agreement dated May 2003 between Allos 8-K 5/9/2003 99.2

and Mellon Investor Services LLC

4.04 Form of Rights Certificate 8-K 5/9/2003 99.3

4.05 Amendment to Rights Agreement dated March 2005 8-K 3/4/2005 4.06

between Allos and Mellon Investor Services LLC

4.06 Amendment to Rights Agreement dated January 29 8-K 1/30/2007 4.1

2007 between Allos and Mellon Investor Services LLC

4.07 Amendment to Rights Agreement dated as of July 17 8-K 7/20/2009 4.1

2009 between the Company and Mellon Investor

Services LLC

10.Olt Form of Amended and Restated Indemnity Agreement 8-K 6/25/2007 10.01

between Allos and each of its directors and officers
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Incorporated by Reference

Exhibit Filing Filed

No Description Form Date Number Herewith

i0.02t 1995 Stock Option Plan as amended S-i 1/26/2000 10.11

10.03t 2000 Stock Incentive Compensation Plan as amended 8-K 12/22/2005 10.1

10.03.it Form of Incentive Stock Option Letter Agreement 8-K 2/11/2005 99.1

under 2000 Stock Incentive Compensation Plan

10.03.2t Form of Nonqualified Stock Option Letter Agreement 8-K 2/11/2005 99.2

under 2000 Stock Incentive Compensation Plan

10.03.3t Form of Nonqualified Stock Option Letter Agreement 8-K 2/24/2006 10.1

for Non-Employee Directors under 2000 Stock

Incentive Compensation Plan

10.04t 2001 Employee Stock Purchase Plan and form of 10-K 3/7/2001 10.26

Offering

10.04.lt 2001 Employee Stock Purchase Plan Offering Series 8-K 6/25/2007 10.12.1

Beginning July 2007

10.05 Office Lease dated April 2001 between Allos and 10-0 8/14/2001 10.27

Catellus Development Corporation

10.05.1 Amended and Restated Second Amendment to Lease 10-K 3/28/2003 10.27.1

dated December 2002 between Allos and Catellus

Development Corporation

10.05.2 Third Amendment to Lease dated November 28 2003 10-K 3/5/2004 10.27.2

between Allos and Catellus Development Corporation

10.05.3 Fifth Amendment to Office Lease Agreement dated 10-0 8/5/2008 10.5.3

June 16 2008 between Allos and Circle Point

Properties LLC

10.06 Securities Purchase Agreement dated March 2005 8-K/A 3/10/2005 10.41

between Allos and the Investors listed on the signature

pages thereto

10.07 Registration Rights Agreement dated March 2005 8-K/A 3/10/2005 10.42

between Allos and the Investors listed on Schedule

thereto

10.08 Letter Agreement dated March 2005 among Allos 8-K 3/4/2005 10.43

Warburg Pincus Private Equity VIII L.P Warburg

Pincus Co and Warburg Pincus LLC

10.09t Summary of Compensation Arrangements for 10-0 8/4/2009 10.1

Non-Employee Directors

10.lOt Restricted Stock Award Agreement dated March 8-K 3/14/2006 10.2

2006 between Allos and Paul Berns

10.llt 2006 Inducement Award Plan including forms of Stock 8-K 6/6/2006 10.1

Option Grant Notice with Stock Option Agreement

and Restricted Stock Grant Notice with Restricted

Stock Grant Agreement
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Incorporated by Reference

Exhibit Filing Filed

No Description Form Date Number Herewith

10.12 Letter agreement dated January 28 2007 among Allos 8-K 1/30/2007 10.1

Baker Bros Investments L.P Baker Bros Investments

II L.P BakeriTisch Investments L.P Baker Biotech

Fund L.P 14159 L.P and Baker Brothers Life

Sciences L.P

10.13 License Agreement for

10-Propargyl-10-Deazaaminopterin PDX dated

December 23 2002 and amended May 2006 between

Allos and SRI International Sloan-Kettering Institute

for Cancer Research and Southern Research Institute

10.13.1 Second Amendment to License Agreement for 10-K 2/27/2008 10.18.1

10-Propargyl-10-Deazaaminopterin PDX dated

November 2007 between Altos and SRI

International Sloan-Kettering Institute for Cancer

Research and Southern Research Institute

10.14t Corporate Bonus Plan as amended and restated 10-Q 11/5/2008 10.1

effective September 15 2008

10.15t Second Amended and Restated Employment 10-K 2/27/2008 10.20

Agreement effective December 13 2007 between

Allos and Paul Berns

10.15.lt First Amendment to Second Amended and Restated 8-K 5/22/2009 10.1

Employment Agreement dated as of May 20 2009

between Allos and Paul Berns

10.16t Amended and Restated Employment Agreement 10-K 2/27/2008 10.22

effective December 13 2007 between Allos and

James Caruso

10.16.lt First Amendment to Amended and Restated 8-K 5/22/2009 10.3

Employment Agreement dated as of May 20 2009

between Allos and James Caruso

10.17t Amended and Restated Employment Agreement 10-K 2/27/2008 10.23

effective December 13 2007 between Allos and

Marc Graboyes

10.17.lt First Amendment to Amended and Restated 8-K 5/22/2009 10.4

Employment Agreement dated as of May 20 2009

between Allos and Marc Graboyes

10.18t Letter agreement effective January 22 2008 between 10-K 2/27/2008 10.24

Allos and Bruce Bennett

10.19t Executive Compensation and Equity Awards 8-K 2/26/2010 10.1

10.20t Altos Therapeutics Inc 2008 Equity Incentive Plan as 8-K 6/26/2009 10.2

amended

10.20.lt Form of Option Grant Notice and Agreement under S-8 6/24/2008 99.2

the 2008 Equity Incentive Plan
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Incorporated by Reference

Exhibit Filing Filed

No Description Form Date Number Herewith

10.20.2t Form of Restricted Stock Award Grant Notice and S-8 6/24/2008 99.3

Agreement under the 2008 Equity Incentive Plan

10.20.3t Form of Restricted Stock Unit Grant Notice and 8-K 2/27/2009 10.2

Agreement under the 2008 Equity Incentive Plan

10.21t Allos Therapeutics Inc Severance Benefit Plan as 8-K 2/27/2009 10.3

amended and restated effective December 11 2007

10.21.lt Allos Therapeutics Inc Change in Control Severance 8-K 2/27/2009 10.4

Benefit Schedule as amended and restated effective

February 23 2008

10.21.2t Allos Therapeutics Inc Amendment No to Change 8-K 5/22/2009 10.5

in Control Severance Benefit Schedule adopted

May 19 2009

10.22t Employment Agreement effective June 25 2009 8-K 6/26/2009 10.1

between the Company and David Clark

23.01 Consent of PricewaterhouseCoopers LLP Independent

Registered Public Accounting Firm

24.01 Power of Attorney included on signature page hereto

31.01 Rule 13a-14a/15d-14a Certification

31.02 Rule 13a-14a/15d-14a Certification

32.01 Section 1350 Certification

Indicates management contract or compensatory plan or arrangement required to be filed as an

exhibit pursuant to Item 15b of Form 10-K

Indicates confidential treatment has been granted with respect to specific portions of this exhibit

Omitted portions have been filed with the Securities and Exchange Commission pursuant to

Rule 24b-2 of the Securities Exchange Act of 1934 as amended

The certifications attached as Exhibit 32.01 that accompany this Annual Report on Form 10-K are

not deemed filed with the Securities and Exchange Commission and are not to be incorporated by

reference into any filing of Allos Therapeutics Inc under the Securities Act of 1933 as amended
or the Securities Exchange Act of 1934 as amended whether made before or after the date of this

Form 10-K irrespective of any general incorporation language contained in such filing
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SIGNATURES

Pursuant to the requirements of Section 13 or 15d of the Securities Exchange Act of 1934 the

registrant has duly caused this report to be signed on its behalf by the undersigned thereunto duly

authorized

ALLOS THERAPEUTICS INC

Date March 2010 By /s/ PAUL BERNS

Paul Berns

President and Chief Executive Officer

POWER OF ATTORNEY

KNOW ALL PERSONS BY THESE PRESENTS that each individual whose signature appears

below constitutes and appoints Paul Berns and David Clark and each of them as his true and

lawful attorneys-in-fact and agents with full power of substitution for him and in his name place and

stead in any and all capacities to sign any and all amendments to this Annual Report on Form 10-K

and to file the same with all exhibits thereto and all other documents in connection therewith with the

Securities and Exchange Commission granting unto said attorneys-in-fact and agents full power and

authority to do and perform each and
every act and thing requisite and necessary to be done therewith

as fully to all intents and purposes as he might or could do in person hereby ratifying and confirming

all that said attorneys-in-fact and agents and any of them or his substitute or substitutes may lawfully

do or cause to be done by virtue hereof

Pursuant to the requirements of the Securities Exchange Act of 1934 as amended this report has

been signed by the following persons on behalf of the registrant on March 2010 and in the

capacities indicated

Name Title

Is STEPHEN HOFFMAN
Chairman of Board of Directors and Director

Stephen Hoffman

Is PAUL BERNS President Chief Executive Officer and Director

Paul Berns Principal Executive Officer

Is DAVID CLARK Vice President Finance and Treasurer

David Clark Principal Financial and Accounting Officer

Is STEWART HEN
Director

Stewart Hen

Is JEFFREY LATITS
Director

Jeffrey Latts

Is JONATHAN LEFF
Director

Jonathan Leff

Is TIMOTHY LYNCH
Director

Timothy Lynch

Is DAVID STOUT
Director

David Stout
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Report of Independent Registered Public Accounting Firm

To the Board of Directors and Stockholders of Allos Therapeutics Inc

In our opinion the accompanying balance sheets and the related statements of operations changes
in stockholders equity and cash flows present fairly in all material respects the financial position of

Allos Therapeutics Inc at December 31 2009 and 2008 and the results of its operations and its cash

flows for each of the three years in the period ended December 31 2009 in conformity with accounting

principles generally accepted in the United States of America Also in our opinion the Company
maintained in all material respects effective internal control over financial reporting as of

December 31 2009 based on criteria established in Internal ControlIntegrated Framework issued by
the Committee of Sponsoring Organizations of the Treadway Commission COSO The Companys

management is responsible for these financial statements for maintaining effective internal control over

financial reporting and for its assessment of the effectiveness of internal control over financial

reporting included in Managements Report on Internal Control over Financial Reporting appearing
under Item 9A Our responsibility is to express opinions on these financial statements and on the

Companys internal control over financial reporting based on our integrated audits We conducted our

audits in accordance with the standards of the Public Company Accounting Oversight Board United
States Those standards require that we plan and perform the audits to obtain reasonable assurance

about whether the financial statements are free of material misstatement and whether effective internal

control over financial reporting was maintained in all material respects Our audits of the financial

statements included examining on test basis evidence supporting the amounts and disclosures in the

financial statements assessing the accounting principles used and significant estimates made by

management and evaluating the overall financial statement presentation Our audit of internal control

over financial
reporting included obtaining an understanding of internal control over financial

reporting assessing the risk that material weakness exists and testing and evaluating the design and

operating effectiveness of internal control based on the assessed risk Our audits also included

performing such other procedures as we considered necessary in the circumstances We believe that our

audits provide reasonable basis for our opinions

companys internal control over financial reporting is
process designed to provide reasonable

assurance regarding the reliability of financial reporting and the preparation of financial statements for

external purposes in accordance with generally accepted accounting principles companys internal

control over financial reporting includes those policies and procedures that pertain to the

maintenance of records that in reasonable detail accurately and fairly reflect the transactions and

dispositions of the assets of the company ii provide reasonable assurance that transactions are

recorded as necessary to permit preparation of financial statements in accordance with generally

accepted accounting principles and that receipts and expenditures of the company are being made only

in accordance with authorizations of management and directors of the company and iii provide

reasonable assurance regarding prevention or timely detection of unauthorized acquisition use or

disposition of the companys assets that could have material effect on the financial statements

Because of its inherent limitations internal control over financial reporting may not prevent or

detect misstatements Also projections of any evaluation of effectiveness to future periods are subject

to the risk that controls may become inadequate because of changes in conditions or that the degree
of compliance with the policies or procedures may deteriorate

Is PricewaterhouseCoopers LLP

Denver Colorado

March 2010
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ALLOS THERAPEUTICS INC

BALANCE SHEETS

Dollars in thousands except share and per share amounts

December 31

2009 2008

ASSETS

Current assets

Cash and cash equivalents $141185 30459

Investments in marketable securities 17016 53469

Restricted cash 238 238

Accounts receivable 4862

Inventory 36

Prepaid expenses and other assets 3808 3691

Total current assets 167145 87857

Property and equipment net 2169 1307

Investments in marketable securities 343 39

Intangible asset net 5679

Other assets 48 137

Total assets $175384 89340

LIABILITIES AND STOCKHOLDERS EQUITY
Current liabilities

Trade accounts payable 2035 280

Deferred revenue 669

Accrued liabilities 13136 9596

Total current liabilities 15840 9876

Commitments and contingencies Note
Stockholders equity

Preferred stock $0.001 par value 10000000 shares authorized no shares

issued or outstanding

Series Junior Participating Preferred Stock $0.001 par value 1500000

and 1000000 shares designated from authorized preferred stock at

December 31 2009 and December 31 2008 respectively no shares issued

or outstanding

Common stock $0.001 par value 150000000 shares authorized 104234409

and 81238812 shares issued and outstanding at December 31 2009 and

December 31 2008 respectively 104 81

Additional paid-in capital 532652 379042

Accumulated deficit 373212 299659

Total stockholders equity 159544 79464

Total liabilities and stockholders equity $175384 89340

The accompanying notes are an integral part of these financial statements
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ALLOS THERAPEUTICS INC

STATEMENTS OF OPERATIONS

Dollars in thousands except share and per share amounts

Years Ended December 31

2009 2008 2007

Net product sales 3585

Operating costs and expenses

Cost of sales excluding amortization expense 408

Research and development 32618 30595 22992

Selling general and administrative 44448 23044 19672

Amortization of intangible asset 121

Total operating costs and expenses 77595 53639 42664

Operating loss 74010 53639 42664
Interest and other income net 380 1909 3294

Loss before income taxes 73630 51730 39370
Income tax benefit 77

Net loss 73553 51730 39370

Net loss per share basic and diluted 0.81 0.69 0.60

Weighted average shares basic and diluted 90469720 75399774 65188913

The accompanying notes are an integral part of these financial statements
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ALLOS THERAPEUTICS INC

STATEMENTS OF CHANGES IN STOCKHOLDERS EQUITY

Dollars in thousands except share and per share amounts

Additional Total
Common Stock

_____________________ Paid-in Accumulated Stockholders

Shares Amount Capital Deficit Equity

Balance at December 31 2006 56695633 57 $238052 $208559 29550

Issuance of common stock upon exercise of

stock options for cash at $.40-$6.38 per

share 1156471 3696 3697

Issuance of common stock upon exercise of

purchase rights at an exercise price of

$1.82-$3.89 per share 41148 125 125

Issuance of common stock upon net exercise

of warrants at an exercise price of $3.14 per

share 112106

Issuance of common stock upon exercise of

warrants for cash at an exercise price of

$3.14 per share 531585 1668 1669

Issuance of common stock net of offering costs

of $3743 at $6.00 per share 9000000 50248 50257

Issuance of restricted stock 105000

Stock compensation expense 6651 6651

Net loss 39370 39370

Balance at December 31 2007 67641943 68 300440 247929 52579

Issuance of common stock upon exercise of

stock options for cash at $2.06-$8.75 per

share 1144041 5290 5291

Issuance of common stock upon exercise of

purchase rights at an exercise price of $5.18

and $5.20 per share 22828 119 119

Issuance of common stock net of offering costs

of $4864 at $5.64 per share 12420000 12 65173 65185

Issuance of restricted stock 10000

Stock compensation expense 8020 8020

Net loss 51730 51730

Balance at December 31 2008 81238812 81 379042 299659 79464

Issuance of common stock upon exercise of

stock options for cash at $2.00-$6.17 per

share 1241034 4682 4683

Issuance of common stock upon exercise of

purchase rights at an exercise price of $5.16

and $5.59 per share 42063 229 229

Issuance of common stock in October 2009

net of offering costs of $6316 at $7.10 per

share 14000000 14 93070 93084

Issuance of common stock in April 2009 net

of offering costs of $1868 at $6.30 per

share 7750000 46949 46957

Forfeiture of restricted stock 37500
Stock compensation expense 8680 8680

Net loss 73553 73553

Balance at December 31 2009 104234409 $104 $532652 $373212 $159544

The accompanying notes are an integral part
of these financial statements
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ALLOS THERAPEUTICS INC

STATEMENTS OF CASH FLOWS

Dollars in thousands

Years Ended December 31

2009 2008 2007

Cash Flows From Operating Activities

Net loss $73553 $51730 $39370

Adjustments to reconcile net loss to net cash used in operating

activities

Depreciation and amortization 462 393 361

Stock-based compensation expense 8680 8020 6651

Amortization of intangible asset 121

Realized loss on sale of marketable securities 157 552

Loss on disposal of property and equipment 152 19

Changes in operating assets and liabilities

Accounts receivable 4193
Prepaid expenses and other long-term assets 25 930 284
Interest receivable on investments 806 168 231
Trade accounts payable 1692 911 792

Accrued liabilities 3452 1905 1258

Net cash used in operating activities 62199 42850 30823

Cash Flows From Investing Activities

Acquisition of property and equipment 1414 1097 379
Pledge release of restricted cash 54 183

Cash paid for license 5800
Purchases of marketable securities 18208 93938 89014
Proceeds from maturities of marketable securities 49500 75136 70134
Proceeds from sales of marketable securities 3894 6747

Net cash provided by used in investing activities 27972 13206 19076
Cash Flows From Financing Activities

Proceeds from issuance of common stock associated with stock

options stock warrants and employee stock purchase plan 4912 5410 5491

Proceeds from issuance of common stock net of issuance costs 140041 65185 50257

Net cash provided by financing activities 144953 70595 55748

Net increase in cash and cash equivalents 110726 14539 5849
Cash and cash equivalents beginning of period 30459 15920 10071

Cash and cash equivalents end of period $141185 30459 $15920

Supplemental Schedule of Cash and Non-cash Operating and

Financing Activities

Tax refunds received 77

Deferred revenue in accounts receivable 669

Assets recorded for which payment has not yet occurred 152

The accompanying notes are an integral part of these financial statements

F-6



ALLOS THERAPEUTICS INC

NOTES TO FINANCIAL STATEMENTS

Dollars shown in tables are in thousands except per share amounts

Unless the context otherwise requires references in this report to Allos the Company we
us and our refer to Allos Therapeutics Inc

Formation and Business of the Company

We are biopharmaceutical company committed to the development and commercialization of

innovative anti-cancer therapeutics Our goal is to build profitable company by generating income

from products we develop and commercialize either alone or with one or more potential strategic

partners We strive to develop proprietary products that have the potential to improve the standard of

care in cancer therapy

We are currently focused on the development and commercialization of FOLOTYNTM pralatrexate

injection FOLOTYN is targeted antifolate inhibitor designed to accumulate preferentially in cancer

cells FOLOTYN targets the inhibition of dihydrofolate reductase or DHFR an enzyme critical to

DNA and RNA synthesis and tumor growth which triggers cancer cell death FOLOTYN can be

delivered as single agent for which we currently have approval for the treatment of patients with

relapsed or refractory peripheral T-cell lymphoma or PTCL and has the potential to be used in

combination therapy regimens We believe that FOLOTYNs unique mechanism of action offers us the

ability to target the drug for development in variety of hematological malignancies and solid tumor

indications We currently retain exclusive worldwide commercial rights to FOLOTYN for all indications

We may also seek to grow our product portfolio through product acquisition and in-licensing efforts

On September 24 2009 the U.S Food and Drug Administration or FDA granted accelerated

approval of FOLOTYN for use as single agent for the treatment of patients with relapsed or

refractory peripheral T-cell lymphoma or PTCL This approval was based on overall response rate from

our pivotal PROPEL trial Clinical benefit such as improvement in progression-free survival or overall

survival has not been demonstrated FOLOTYN represents our first drug approved for marketing in

the United States FOLOTYN is the first and only drug approved by the FDA for this indication and

represents new treatment option for patients with relapsed or refractory PTCL

In addition to relapsed or refractory PTCL we are currently evaluating FOLOTYN in number of

oncology indications including cutaneous T-cell lymphoma or CTCL -cell non-Hodgkins lymphoma

non-small cell lung cancer or NSCLC and advanced or metastatic relapsed transitional cell carcinoma

or TCC of the urinary bladder which may or may not lead to obtaining the necessary regulatory

approvals to market FOLOTYN for additional indications

As of December 31 2009 we had $158.5 million in cash cash equivalents and investments in

marketable securities Based upon the current status of our product development plans we believe that

our cash cash equivalents and investments in marketable securities as of December 31 2009 should be

adequate to support our operations through at least the next 12 months although there can be no

assurance that this can in fact be accomplished

Our ability to generate revenue and achieve profitability is dependent on our ability to successfully

commercialize FOLOTYN for the treatment of patients with relapsed or refractory PTCL in the

United States The amount of our future product sales are subject to significant uncertainty We may

never generate significant revenue from product sales or become profitable

We expect to continue to spend substantial amounts on research and development including

amounts spent on conducting clinical trials and seeking additional regulatory approvals for FOLOTYN
We also expect to continue to spend substantial amounts on selling general and administrative
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ALLOS THERAPEUTICS INC

NOTES TO FINANCIAL STATEMENTS Continued

Dollars shown in tables are in thousands except per share amounts

Formation and Business of the Company Continued

expenses in order to commercialize FOLOTYN for the treatment of patients with relapsed or

refractory PTCL Therefore we may need to raise additional capital to support our future operations

Our actual capital requirements will depend on many factors including

the timing and amount of revenues generated from sales of FOLOTYN

the timing and costs associated with our sales and marketing activities for the commercialization

of FOLOTYN

the timing and costs associated with manufacturing clinical and commercial supplies of

FOLOTYN

the timing and costs associated with conducting preclinical and clinical development of

FOLOTYN including the post-approval clinical studies required by the FDA as well as our

evaluation of and decisions with respect to additional therapeutic indications for which we may

develop FOLOTYN

the timing costs and potential revenue associated with any co-promotion or other partnering

arrangements entered into to commercialize FOLOTYN and

our evaluation of and decisions with respect to potential in-licensing or product acquisition

opportunities or other strategic alternatives

We may seek to obtain this additional capital through equity or debt financings arrangements with

corporate partners or from other sources Such financings or arrangements if successfully

consummated may be dilutive to our existing stockholders However there is no assurance that

additional financing will be available when needed or that if available we will obtain such financing

on terms that are favorable to our stockholders or us In the event that additional funds are obtained

through arrangements with collaborative partners or other sources such arrangements may require us

to relinquish rights to some of our technologies product candidates or products under development

which we might otherwise seek to develop or commercialize ourselves on terms that are less favorable

than might otherwise be available If we are unable to generate meaningful amounts of revenue from

future product sales or cannot otherwise raise sufficient additional funds to support our operations we

may be required to delay reduce the scope of or eliminate one or more of our development programs

and our business and future prospects for revenue and profitability may be harmed

We incorporated in the Commonwealth of Virginia on September 1992 as HemoTech

Sciences Inc and filed amended Articles of Incorporation to change our name to Allos

Therapeutics Inc on October 19 1994 We reincorporated in Delaware on October 28 1996 Our

primary business activities have been focused on the development of FOLOTYN and programs which

have been discontinued We operate as single business segment

Summary of Significant Accounting Policies

Basis of Presentation

On September 24 2009 the FDA granted accelerated approval of FOLOTYN for use as single

agent for the treatment of patients with relapsed or refractory PTCL FOLOTYN represents our first

drug approved for marketing in the United States We began making FOLOTYN available for
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commercial sale in the United States on October 2009 Accordingly we have commenced our

planned principal operations and are no longer considered to be in the development stage as of year

end 2009

Use of Estimates

The preparation of financial statements in conformity with generally accepted accounting principles

in the United States of America requires management to make estimates and judgments that affect the

reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date

of the financial statements and the reported amount of expenses during the reporting period Actual

results could differ from these estimates

Cash Equivalents

All highly liquid investments with original maturities of three months or less are considered to be

cash equivalents

Restricted Cash

On August 22 2008 $238000 of cash was pledged as collateral on letter of credit related to

lease for administrative office space and was classified as restricted cash on the Balance Sheet

Prepaid Expenses and Other Assets

Prepaid expenses and other assets are comprised of the following

December 31 December 31
2009 2008

Prepaid sales marketing and medical affairs expenses $1839 175

Prepaid expenses and other assets 1251 597

Prepaid research and development expenses 718 919

Receivable and cash in escrow related to litigation

settlement see Note 2000

$3808 $3691

Research and development expenditures are charged to expense as incurred In accordance with

certain research and development agreements we are obligated to make certain upfront payments upon

execution of the agreement We record these upfront payments as prepaid research and development

expenses Such payments are recorded to research and development expense as services are performed

We evaluate on quarterly basis whether events and circumstances have occurred that may indicate

impairment of remaining prepaid research and development expenses
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Inventoiy

Costs associated with the production of FOLOTYN bulk drug substance and formulated drug

product by our third
party manufacturers are recorded as either research and development expense or

inventory

Costs associated with the production of FOLOTYN by our third party manufacturers are expensed

to research and development expense at the time of production when

the formulated drug product is packaged for clinical trial use

the bulk drug substance and formulated drug product is produced prior to receiving regulatory

approval to market the product candidate and

the bulk drug substance and formulated drug product is produced prior to receiving FDA
approval for the respective third party manufacturing facilities

If and when we receive the related regulatory approval we would then capitalize those

manufacturing costs for our marketed products at the lower of cost first-in first-out method or

market current replacement cost with cost determined on the first-in first-out basis and then expense
the sold inventory as component of cost of goods sold

Prior to receiving FDA approval of FOLOTYN all costs related to purchases of the active

pharmaceutical ingredient and the manufacturing of the product were recorded as research and

development expense As such we have established supplies of drug substance and drug product that

are not recorded on our balance sheet as inventory Inventory as of December 31 2009 consists of

work in
process

for FOLOTYN of $36000 Until we sell the inventory for which the costs were

previously expensed our cost of product sales will reflect only incremental costs incurred subsequent to

FDA approval We continue to expense costs associated with clinical trial material as research and

development expense

Properly and Equipment

Property and equipment is recorded at cost and is depreciated using the straight-line method over

estimated useful lives Depreciation expense was $462000 $393000 and $361000 for the years ended

December 31 2009 2008 and 2007 respectively
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The components of property and equipment are as follows

December 31
Estimated

2009 2008 Lives

Computer hardware and software 2027 $1752 years

Office furniture and equipment 1628 1682 5-7
years

Leasehold improvements 498 417 Lease term

Lab equipment 29 years

Software projects in process 601 329

4754 4209

Less accumulated depreciation and amortization 2585 2902

Property and equipment net 2169 $1307

Long-lived Assets

We review long-lived assets including acquired technology and product rights and property and

equipment when events or changes in circumstances indicate the carrying value of the assets may not

be recoverable Recoverability is measured by comparison of the assets book value to future net

undiscounted cash flows the assets are expected to generate If such assets are considered to be

impaired the impairment to be recognized is measured by the amount by which the book value of the

assets exceed their fair value which is measured based on the projected discounted future net cash

flows arising from the assets Fair value of our long-lived assets is determined using the expected cash

flows discounted at rate commensurate with the risk involved Assumptions and estimates used in the

evaluation of impairment may affect the carrying value of long-lived assets which could result in

impairment charges in future periods

We believe that the future cash flows to be received from our long-lived assets will exceed the

assets carrying value and accordingly have not recorded any impairment losses through December 31

2009 Our impairment assessment could be impacted by various factors including more than

insignificant disruption of supply new competing products or technologies that could result in

significant decrease in the demand for or the pricing of our products regulatory actions that require us

to restrict or cease promotion of the products product recall to address regulatory issues and/or

patent claims by third parties
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Accrued liabilities

Accrued liabilities are comprised of the following

December 31 December 31
2009 2008

Accrued personnel costs 5133 $2817
Accrued sales and marketing expenses 2407 695

Accrued research and development expenses 3363 3425
Accrued royalties government rebates chargebacks and

distribution fees 963

Accrued litigation settlement costs see Note 2000
Accrued expensesother 1270 659

$13136 $9596

Operating Leases

We recognize lease expense on straight-line basis over the initial lease term For leases that

contain rent holidays escalation clauses or tenant improvement allowances we recognize rent expense

on straight-line basis and record the difference between the rent expense and rental amount payable

as deferred rent As of December 31 2009 and 2008 we had $243000 and $82000 respectively of

deferred rent in accrued liabilities

Fair Value of Financial Instruments

Fair value is defined as the price that would be received to sell an asset or paid to transfer

liability in an orderly transaction between market participants at the measurement date The following

fair value hierarchy prioritizes the inputs into valuation techniques used to measure fair value

Accordingly we use valuation techniques that maximize the use of observable inputs and minimize the

use of unobservable inputs when determining fair value The three levels of the hierarchy are as

follows

Level Inputs that reflect unadjusted quoted prices in active markets that are

accessible to us for identical assets or liabilities

Level Inputs include quoted prices for similar assets and liabilities in active and

inactive markets or that are observable for the asset or liability either

directly or indirectly and

Level Unobservable inputs that are supported by little or no market activity

We have no assets or liabilities that were measured using quoted prices for similar assets and

liabilities or significant unobservable inputs Level and Level assets and liabilities respectively as

of December 31 2009 Our financial instruments include cash and cash equivalents investments in

marketable securities accounts receivable prepaid expenses accounts payable and accrued liabilities

The carrying amounts of financial instruments approximate their fair value due to their short
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maturities The carrying value of our cash held in money market funds totaling $139.5 million as of

December 31 2009 is included in cash and cash equivalents on our Balance Sheet and approximates

market values based on quoted market prices or Level inputs

See Note 3Marketable Securities for additional details regarding our investments

Product Sales

We generate revenue from product sales We recognize product revenue when it is realized or

realizable and earned Revenue is realized or realizable and earned when all of the following criteria

are met persuasive evidence of an arrangement exists delivery has occurred or services have

been rendered our price to the buyer is fixed and determinable and collectability is reasonably

assured Revenue from sales transactions where the buyer has the right to return the product is

recognized at the time of sale only if our price to the buyer is substantially fixed or determinable at

the date of sale the buyer has paid us or the buyer is obligated to pay us and the obligation is not

contingent on resale of the product the buyers obligation to us would not be changed in the event

of theft or physical destruction or damage of the product the buyer acquiring the product for resale

has economic substance apart from that provided by us we do not have significant obligations for

future performance to directly bring about resale of the product by the buyer and the amount of

future returns can be reasonably estimated

Given our limited sales history we are unable to estimate returns Therefore we have determined

that domestic shipments of FOLOTYN made to distributors do not meet the criteria for revenue

recognition at the time of shipment and therefore such shipments are accounted for using the

sell-through method Under the sell-through method we do not recognize revenue upon shipment of

FOLOTYN to the distributor For these product sales we invoice the distributor and record deferred

revenue equal to the gross invoice sales price We then recognize revenue when the product is sold

through or upon shipment of the product from the distributors to the distributors customers Because

of the price of FOLOTYN the limited number of patients the short period from sale of product to

patient infusion and limited contractual return rights FOLOTYN distributors and their customers

generally carry limited inventory Through December 31 2009 we have had no refunds or returns

Deferred revenue results from amounts receivable in advance of revenue recognition

We estimate sell-through revenue and certain gross to net sales adjustments based upon analysis of

third-party information including information obtained from certain distributors with respect to their

inventory levels and sell-through to the distributors customers Our estimates are subject to the

inherent limitations of estimates that rely on third-party data The information received from

distributors is product of their record-keeping process
and their internal controls surrounding such

processes Our sales and revenue recognition under the sell-through method reflect our estimate of

actual product sold through the distribution channel

Net Product Sales

Our net product sales represent total sell-through revenue less estimated allowances for rebates

and chargebacks to be incurred on the selling price of FOLOTYN related to the respective revenue In

addition we incur certain distributor fees related to the management of our product by distributors
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These distributor fees are recorded within net revenues and are known at the time of sale Due to

estimates and assumptions inherent in determining the amount of rebates and chargebacks the actual

amount of claims for rebates and chargebacks may be different from our estimates at which time we
would adjust our reserves accordingly Product sales allowances and accruals are based on definitive

contractual agreements or legal requirements such as Medicaid laws and regulations related to the

purchase and/or utilization of the product by these entities Allowances and accruals are generally

recorded in the same period that the related revenue is recognized

Classification of Product Sales Allowances and Accruals

Accruals related to Medicaid rebates government chargebacks and distributor fees are recognized

at the time sell-through revenue is recorded resulting in reduction in product sales revenue and the

recording of an increase in accrued expenses

Medicaid Rebates

Our product is subject to state government-managed Medicaid programs whereby discounts and

rebates are provided to participating state governments We record estimated rebates payable under

governmental programs including Medicaid as reduction of revenue at the time sell-through

revenues are recorded Our calculations related to these rebate accruals require estimates including

estimates of customer mix primarily based on combination of market and clinical research to

determine which sales will be subject to rebates and the amount of such rebates Given our lack of

historical sales data we utilized this research to estimate what we believe is the high end of potential

Medicaid utilization of 64% of our sales not already subject to Government Chargebacks discussed

below We also consider any legal interpretations of the applicable laws related to Medicaid and

qualifying federal and state government programs and any new information regarding changes in the

Medicaid programs regulations and guidelines that would impact the amount of the rebates In

addition because of the inherent difficulties of predicting the impact on our estimates and assumptions

of state Medicaid programs and regulations we are unable to quantify an estimate of the reasonably

likely effect of any such changes on our results of operations or financial position We update our

estimates and assumptions each period and record any necessary adjustments to our reserves Although

allowances and accruals are recorded at the time of product sale certain rebates are typically paid out

on average up to six months or longer after the sale We account for Medicaid rebates by establishing

an accrual in an amount equal to our estimate of Medicaid rebate claims attributable to sales

recognized in that period If actual future results vary from our estimates we may need to adjust our

previous estimates which would affect our earnings in the period of the adjustment For reference

purposes 10% to 20% variance to our estimated allowance for state Medicaid rebates as of

December 31 2009 would result in an approximate $39000 to $78000 adjustment to net product sales

Government Chargebacks

Our products are subject to certain programs with federal government qualified entities whereby

pricing on products is discounted below distributor list price to participating entities These entities

purchase products through distributors at the discounted price and the distributors charge the

difference between their acquisition cost and the discounted price back to us We account for
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chargebacks by establishing an accrual in an amount equal to our estimate of maximum chargeback

claims We determine our chargeback estimates based on actual FOLOTYN sell-through sales data

from third-party information Chargeback amounts are determined at the time of resale to the federal

government qualified entities and we generally issue credits for such amounts within several weeks of

receiving claims from the distributor Estimated chargeback amounts are recorded at the time the

sell-through sale occurs and we adjust the accrual quarterly to reflect actual experience Due to

estimates and assumptions inherent in determining the amount of government chargebacks the actual

amount of claims for chargebacks may be different from our estimates at which time we would adjust

our reserves accordingly

Balances and activity in the deferred revenue account and reconciliation of
gross

to net product

sales for the year ended December 31 2009 are as follows

Years Ended

December 31

2009 2008 2007

Gross product sales to distributors 4875

Less Gross product sales recognized 4206

Deferred revenue 669

Gross product sales 4206

Less Gross to Net Sales Adjustments

Government rebates and chargebacks 501
Distribution fees 120

Net product sales 3585

Balances and activity in the government rebates and chargebacks payable accounts for the year

ended December 31 2009 are as follows

Government

Rebates and Distribution

Chargebacks Fees

Balance at December 31 2008

Reserve for sales 501 120

Credits made for sales/payments 14 34
Balance at December 31 2009 $487 $86

F-15



ALLOS THERAPEUTICS INC

NOTES TO FINANCIAL STATEMENTS Continued

Dollars shown in tables are in thousands except per share amounts

Summary of Significant Accounting Policies Continued

Major Customers and Concentration of Credit Risk

We sell FOLOTYN to limited number of pharmaceutical wholesale distributors or distributors

all of which are affiliates under common control without requiring collateral We periodically assess the

financial strength of these customers and establish allowances for anticipated losses if necessary All of

our 2009 sales were made in the United States

of total trade of total gross

accounts product sales for the

receivable at year ended
December 31 December 31

2009 2009

Customer 47.6% 1.0%

Customer 30.6% 30.0%

Customer 21.8% 19.0%

100.0% 100.0%

Cost of sales

Cost of sales excluding amortization expense includes royalties inventory packaging and labeling

warehousing and shipping costs associated with FOLOTYN product revenue See discussion in Note

regarding our FOLOTYN license and royalty rates Prior to receiving FDA approval of FOLOTYN all

costs related to purchases of the active pharmaceutical ingredient and the manufacturing of the product

were recorded as research and development expense

Under the sell-through method royalties paid to our licensors of FOLOTYN based on the unit

shipments to distributors are deferred and recognized as royalty expense when those units are sold

through and recognized as revenue Royalties paid are deferred as we have the right to offset royalties

paid for product that are later returned against subsequent royalty obligations

Advertising Costs

Advertising costs are expensed as incurred and are included in selling general and administrative

expenses in our statement of operations Advertising costs including promotional expenses and costs

related to trade shows were $4.7 million $1.4 million and $730000 for the years ended December 31

2009 2008 and 2007 respectively
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Stock-Based Compensation

We have several stock-based compensation plans under which incentive and non-qualified stock

options restricted stock units and restricted shares may be granted and an employee stock purchase

plan ESPP We measure the cost of employee services received in exchange for an award of equity

instruments based on the grant date fair value of the award That cost is recognized over the period

during which an employee is required to provide services in exchange for the award the requisite

service period usually the vesting period We provide an estimate of forfeitures at initial grant date

See Note 5Stock-Based Compensation Plans for additional details regarding the impact of our

stock based compensation plans on our financial statements

Research and Development

Research and development expenditures are charged to expense as incurred Research and

development expenses include the costs of certain personnel preclinical studies clinical trials

regulatory affairs biostatistical data analysis third party manufacturing costs for development of drug

materials for use in clinical trials and preclinical studies and licensing fees for our product candidates

prior to FDA approval All finished drug inventory costs associated with production activities in our

third party manufacturing facilities prior to receiving FDA approval for such facilities and prior to

receiving regulatory approval to market our product are expensed to research and development

expenses Upon receipt of the related regulatory approval we capitalize those manufacturing costs for

our marketed products at the lower of cost or market and then expense the sold inventory as

component of cost of sales We accrue research and development expenses for activity as incurred

during the fiscal year and prior to receiving invoices from clinical sites and third party clinical and

preclinical research organizations We accrue external costs for clinical and preclinical studies based on

an evaluation of the following the progress of the studies including patient enrollment dosing levels of

patients enrolled estimated costs to dose patients invoices received and contracted costs with clinical

sites and third party clinical and preclinical research organizations Significant judgments and estimates

must be made and used in determining the accrued balance in any accounting period Actual results

could differ from those estimates During the
years

ended December 31 2009 2008 and 2007 we did

not have any changes in estimates that would have resulted in material adjustments to research and

development expenses accrued in the prior period

Income Taxes

Deferred income tax assets and liabilities are recognized for the future tax consequences

attributable to differences between the financial statement carrying amounts of existing assets and

liabilities at each year end and their respective tax bases using enacted tax rates in effect for the year in

which the differences are expected to affect taxable income Valuation allowances have been established

to reduce our deferred tax assets to zero as we believe that it is more likely than not that such assets

will not be realized
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Net Loss Per Share

Basic net loss per share is computed by dividing the net loss attributable to common stockholders

for the period by the weighted average number of common shares outstanding during the period

Diluted earnings per share is computed by giving effect to all dilutive potential common stock

outstanding during the period including stock options restricted stock restricted stock unit awards and

shares to be issued under our employee stock purchase plan

Diluted net loss per share is the same as basic net loss per share for all periods presented because

any potential dilutive common shares were anti-dilutive due to our net loss as including such shares

would decrease our basic net loss per share Such potentially dilutive shares are excluded when the

effect would be to reduce net loss per share Because we reported net loss for the
years

ended

December 31 2009 2008 and 2007 all potentially dilutive common shares have been excluded from the

computation of the dilutive net loss per share for all periods presented Such potentially dilutive

common shares consist of the following

Years Ended December 31

2009 2008 2007

Common stock options 8292496 7236512 6405430
Unvested restricted stock 125000 293750 412500
Unvested restricted stock units 155479

8572975 7530262 6817930

Reclassifications

Clinical manufacturing expense has been reclassified to be included with research and development

expenses Prior year amounts have been made to conform to the current year presentation These

reclassifications had no impact on our total assets liabilities stockholders equity net loss or cash

flows

Recent Accounting Pronouncements

In June 2009 the FASB issued accounting guidance that eliminates the exemption from

consolidation for qualifying special-purpose entities effective for financial asset transfers occurring after

the beginning of an entitys first fiscal year that begins after November 15 2009 We currently do not

have any of these entities

In June 2009 the FASB issued accounting guidance that assists in determining whether an

enterprise has controlling financial interest in variable interest entity This guidance is effective as

of the beginning of the first fiscal year that begins after November 15 2009 We currently do not have

any such arrangements

In October 2009 the FASB issued new accounting guidance related to revenue arrangements with

multiple deliverables that provides principles for allocation of consideration among an arrangements

multiple-elements allowing more flexibility in identifying and accounting for separate deliverables The

guidance introduces an estimated selling price method for valuing the elements of bundled
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arrangement if vendor-specific objective evidence or third-party evidence of selling price is not

available and significantly expands related disclosure requirements This guidance is effective on

prospective basis for revenue arrangements entered into or materially modified in fiscal years beginning

on or after June 15 2010 Alternatively adoption may be on retrospective basis and early application

is permitted We are currently evaluating the impact of adopting this guidance on our financial

statements

Investments in Marketable Securities

We do not intend to sell and we do not believe that it is more likely than not that we will be

required to sell our investments before recovering the cost of securities nor do we expect not to

recover the entire amortized cost basis of our investments in marketable securities As such our

investments in marketable securities as of December 31 2009 and 2008 are classified as

held-to-maturity and are carried at cost plus accrued interest The changes in the value of these

securities other than impairment charges are not reported on our financial statements The weighted

average duration of the remaining time to maturity for our portfolio of investments in marketable

securities as of December 31 2009 was approximately two months All of the investments classified as

short-term on the balance sheet have an original maturity of longer than 90 days but less than one

year The investments classified as long-term on the balance sheet have remaining contractual

maturities of greater than one year and less than three years as of the balance sheet date

The carrying value of investments in marketable securities by contractual maturity consisted of the

following as of December 31 2009

Gross Gross

Amortized Unrealized Unrealized Fair

cost Gains Losses Value

Short-term held-to-maturity securities

U.S Treasury bills 8006 $11 8017

Certificates of deposit 9010 9015

Total due in one year or less $17016 $16 $17032

Long-term held-to-maturity securities

Government agency securities 273 $11 284

Corporate notes 308 13 321

Sub-total 581 $24 605

Less Amounts classified as restricted cash 238 238

Total due in one to three years 343 $24 367

F-19



ALLOS THERAPEUTICS INC

NOTES TO FINANCIAL STATEMENTS Continued

Dollars shown in tables are in thousands except per share amounts

Investments in Marketable Securities Continued

The carrying value of marketable securities by contractual maturity consisted of the following as of

December 31 2008

Gross Gross
Amortized Unrealized Unrealized Fair

cost Gains Losses Value

Short-term held-to-maturity securities

U.S Government agency securities $10145 $10154

Corporate notes 43324 23 459 42888

Total due in one year or less $53469 $32 $459 $53042

Long-term held-to-maturity securities

Government agency securities 277 $13 290

Less Amounts classified as restricted cash 238 238

Total due in one to three years 39 $13 52

There were no investments in an unrealized loss position as of December 31 2009 All of the

investments as of December 31 2008 that were in loss position have been in continuous unrealized

loss position for less than 12 months Market values were determined for each individual security in the

investment portfolio If decline in fair value below the amortized cost basis of an investment is judged

to be other-than-temporary the cost basis of the investment is written down to fair value Additionally

management assesses whether it intends to sell or would more-likely-than-not not be required to sell

the investment before the expected recovery of the amortized cost basis Management has asserted that

it has no intent to sell and that it believes it is more-likely-than-not that it will not be required to sell

the investment before recovery of its amortized cost basis As of December 31 2009 no other than

temporary impairment has been recorded on any of our marketable securities The decline in value of

the investments as of December 31 2008 was caused by instability in the global financial markets lack

of liquidity in the credit and capital markets changes in interest rates and other factors During the

years ended December 31 2009 and 2008 we realized losses of approximately $157000 and $552000

respectively on the sale of certain of our investments in marketable securities which were sold in order

to preserve our principal as the issuers of these securities experienced significant deteriorations in their

creditworthiness as evidenced by investment rating downgrades All of the remaining investments in an

unrealized loss position as of December 31 2008 were held to maturity for full recovery of the

amortized cost basis We have the ability and intent to hold our remaining investments in marketable

securities to recover the entire amortized cost basis of the investments as of December 31 2009

Stockholders Equity

Common Stock

2007 Common Stock Financing

On February 2007 we sold 9000000 shares of our common stock in an underwritten offering at

price of $6.00 per share or the February 2007 Financing We received net proceeds from the offering
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of $50257000 after deducting underwriting discounts and commissions of $3240000 and $503000 of

offering expenses

Baker Brothers Life Sciences L.P and certain other affiliated funds collectively Baker purchased

3300000 shares of common stock in the February 2007 Financing As result of such purchase Baker

held in excess of 15% of our outstanding common stock following the closing of the February 2007

Financing In connection with the February 2007 Financing Baker entered into standstill agreement

with the Company agreeing not to pursue for four years certain activities the purpose or effect of

which may be to change or influence control of the Company

2008 Common Stock Financing

On May 29 2008 we sold 12420000 shares of our common stock in an underwritten public

offering at price of $5.64 per share The number of shares issued included 1620000 shares purchased

by the underwriters pursuant to their exercise in full of their overallotment option We received net

proceeds from the offering of $65185000 after deducting $4203000 of underwriting discounts and

commissions and $661000 of offering expenses

2009 Common Stock Financings

On April 2009 we sold 7750000 shares of our common stock in an underwritten public offering

at price of $6.30 per share We received net proceeds from the offering of $46957000 after

deducting $1.4 million of underwriting commissions and $473000 of offering expenses

On October 13 2009 we sold 14000000 shares of our common stock in an underwritten public

offering at price of $7.10 per share We received net proceeds from the offering of $93084000 after

deducting $5.7 million of underwriting commissions and $600000 of estimated offering expenses

Common Stock Reserved for Future Issuance

At December 31 2009 we have reserved shares of common stock for future issuance as follows

Shares of

Available for Common Stock

Outstanding at grant at Reserved at

December 31 December 31 December 31
2009 2009 2009

1995 Stock Option Plan 253708 253708

2001 Employee Stock Purchase Plan 2217714 2217714

2008 Equity Incentive Plan 8194267 8427287 16621554

Total for Equity Incentive Plans 8447975 10645001 19092976

Stock Warrants

In November 2003 in conjunction with the private placement of 5172412 shares of common stock

to various purchasers we issued warrants to purchase 1706893 shares of common stock at an exercise
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price of $3.14 per share with life of four years There were 748187 of these warrants exercised during

2007 As of December 31 2009 2008 and 2007 no warrants remained outstanding

Stockholder Rights Plan

In May 2003 we designated 1000000 shares of our authorized Preferred Stock as Series Junior

Participating Preferred Stock par value $0.001 per share pursuant to Stockholder Rights Plan

approved by our Board of Directors under which all stockholders of record as of May 28 2003 received

dividend distribution of one preferred share purchase right or Right for each outstanding share of

our common stock The Rights trade with the common stock and no separate Right certificates will be

distributed until such time as the Rights become exercisable in accordance with the Stockholder Rights
Plan The Stockholder Rights Plan is intended as means to guard against abusive takeover tactics and

to provide for fair and equal treatment for all stockholders in the event that an unsolicited attempt is

made to acquire us

On July 17 2009 we filed with the Delaware Secretary of State Certificate of Amendment to our

Certificate of Designation of Series Junior Participating Preferred Stock to increase the number of

shares designated as Series Junior Participating Preferred Stock thereunder from 1000000 shares to

1500000 shares In accordance with the terms of our Amended and Restated Certificate of

Incorporation as amended our Board of Directors has the authority to increase the number of shares

of any series of preferred stock The Certificate of Amendment was approved by our board of directors

on July 16 2009

In connection with an equity financing we completed in March 2005 we amended the Stockholder

Rights Plan to provide that Warburg Pincus Private Equity VIII L.E or Warburg and certain of its

affiliates will be exempt from the Stockholder Rights Plan unless Warburg and its affiliates become
without the prior consent of our Board of Directors the beneficial owner of more than 44% of our

common stock

In connection with the acquisition of shares of our common stock by Baker in the February 2007

Financing we amended the Stockholder Rights Plan to provide that Baker will be exempt from the

Stockholder Rights Plan unless Baker becomes without the Companys prior consent the beneficial

owner of more than 20% of our common stock

Until the Rights become exercisable the Rights will have no dilutive impact on our earnings per
share data The Rights are protected by customary anti-dilution provisions As of December 31 2009
no shares of Series Junior Participating Preferred Stock were issued or outstanding
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Stock-based compensation expense for the years ended December 31 2009 2008 and 2007 has

been recognized in the accompanying Statements of Operations as follows

2009 2008 2007

Research and development $2395 $3118 $2052

Selling general and administrative 6285 4902 4599

Total stock-based compensation expense $8680 $8020 $6651

Effective September 30 2009 Pablo Cagnoni M.D our former Senior Vice President and

Chief Medical Officer CMO resigned As result of his resignation we adjusted the forfeiture rate

applied to his equity compensation which resulted in one-time $906000 reversal of research and

development stock-based compensation expense during the three months ended September 30 2009 of

which $699000 related to stock option awards $166000 related to restricted stock awards and $41000

related to restricted stock unit awards

We did not recognize related tax benefit during the years ended December 31 2009 and 2008 as

we maintain net operating loss carryforwards and we have established valuation allowance against the

entire tax benefit as of December 31 2009 2008 and 2007 No stock-based compensation expense was

capitalized on our Balance Sheets as of December 31 2009 and 2008

Stock Options

During 1995 our Board of Directors adopted the 1995 Stock Option Plan or the 1995 Plan The

1995 Plan was amended and restated in 1997 Under the 1995 Plan we could grant fixed and

performance-based stock options and stock appreciation rights to officers employees consultants and

directors The stock options were intended to qualify as incentive stock options under Section 422 of

the Internal Revenue Code unless specifically designated as non-qualifying stock options or unless

exceeding the applicable statutory limit

During 2000 concurrent with the IPO the Board of Directors suspended the 1995 Plan and

adopted the Allos Therapeutics Inc 2000 Stock Incentive Compensation Plan or the 2000 Plan The

2000 Plan provided for the granting of stock options similar to the terms of the 1995 Plan as described

above Any shares remaining for future option grants and any future cancellations of options from our

1995 Plan were available for future grant under the 2000 Plan Suspension of the 1995 Plan had no

effect on the options outstanding under the 1995 Plan Under the 2000 Plan we were authorized to

increase the number of shares of common stock that were available annually on the first day of each

fiscal year beginning in 2001 in an amount equal to the lesser of 440000 shares or 2% of the adjusted

average common shares outstanding used to calculate fully diluted earnings per share as reported in

our Annual Report to Stockholders for the preceding year or alternatively by any lesser amount

determined by our Board of Directors On December 21 2005 our stockholders approved an

amendment and restatement of the 2000 Plan to increase the aggregate number of shares of

common stock authorized for issuance under the 2000 Plan by 3500000 shares and ii provide that

the number of shares of common stock that could be granted under the 2000 Plan to any one employee

during any calendar year could not exceed 2000000 shares
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In January 2002 our Board of Directors approved the Allos Therapeutics Inc 2002 Broad Based

Equity Incentive Plan or the 2002 Plan Under the 2002 Plan we were authorized to issue up to

1000000 shares of common stock to employees consultants and members of the Board of Directors

Under the terms of the 2002 Plan the aggregate number of shares underlying stock awards to officers

and directors once employed by us cannot exceed 49% of the number of shares underlying all stock

awards granted as determined on certain specific dates

In June 2006 our Board of Directors approved the Allos Therapeutics Inc 2006 Inducement

Award Plan or the 2006 Plan Under the 2006 Plan we were authorized to issue up to 1500000 shares

of common stock pursuant to equity awards including nonstatutory stock options stock
grant awards

stock purchase awards stock unit awards and other forms of equity compensation We could grant

awards under the 2006 Plan only to persons not previously an employee or director of ours or

following bona fide period of non-employment as an inducement material to such individuals

entering into employment with us and to provide incentives for such persons to exert maximum efforts

for our success

At our Annual Meeting of Stockholders held on June 24 2008 our stockholders approved the

Allos Therapeutics Inc 2008 Equity Incentive Plan or the 2008 Plan The 2008 Plan authorizes the

issuance of incentive stock options nonstatutory stock options restricted stock awards restricted stock

unit awards stock appreciation rights performance stock awards and forms of equity compensation
which may be granted to employees directors and consultants Only employees may receive incentive

stock options The 2008 Plan succeeds and continues the 2006 Plan the 2002 Plan and the 2000 Plan

or the Prior Plans As of June 24 2008 no additional stock awards will be granted under the Prior

Plans and all outstanding stock awards granted under the Prior Plans are deemed to be stock awards

granted under the 2008 Plan but remain subject to the terms of the Prior Plans with respect to which

they were originally granted

12550843 shares of our common stock may be issued pursuant to stock awards granted under the

2008 Plan provided that all stock awards granted after the June 24 2008 effective date of the 2008

Plan other than stock options and stock appreciation rights granted with an exercise price of at least

100% of such stock awards fair market value on the date of grant will reduce the number of shares

available for issuance under the 2008 Plan by 1.35 shares per share granted pursuant to the stock

award If stock award under the 2008 Plan expires or otherwise terminates without being exercised in

full the shares of common stock of the Company not acquired pursuant to the stock award will again

become available for issuance under the 2008 Plan In addition shares issued pursuant to stock award

that are forfeited to or repurchased by us prior to becoming fully vested and shares that are cancelled

pursuant to an exchange or repricing program will become available for the
grant of new stock awards

under the 2008 Plan Shares of common stock that revert to and again become available for issuance

under the 2008 Plan and that prior to such reversion were granted pursuant to stock award that

reduced the number of shares available under the 2008 Plan by 1.35 shares per share granted pursuant
to such stock award shall cause the number of shares of common stock of the Company available for

issuance under the 2008 Plan to increase by 1.35 shares upon such reversion

At our Annual Meeting of Stockholders held on June 23 2009 our stockholders approved an

amendment to the Allos Therapeutics Inc 2008 Equity Incentive Plan or the Plan to increase the

aggregate number of shares of common stock authorized for issuance under the Plan by 5750000
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shares Our Board of Directors had previously approved the amendment and recommended its

approval to our stockholders

The 1995 and 2008 Plans or the Plans provide for appropriate adjustments in the number of

shares reserved and outstanding options in the event of certain changes to our outstanding common

stock by reason of merger recapitalization stock split or other similar events Options granted under

the Plans may be exercised for period of not more than 10 years from the date of grant or any

shorter period as determined by our Board of Directors Options vest as determined by the Board of

Directors generally over period of two to four years subject to acceleration under certain events

The exercise price of any incentive stock option granted under the Plans must equal or exceed the fair

market value of our common stock on the date of grant or 110% of the fair market value per share in

the case of 10% or greater stockholder

The following table summarizes our stock option activity and related information for the 1995 and

2008 Plans

Options Outstanding Options Exercisable

Weighted Weighted
Number of Average Number of Average

Shares Exercise Price Shares Exercise Price

Outstanding at December 31 2006 5778571 $3.60 2900556 $4.27

Granted 2731574 6.53

Exercised 1156471 3.20

Forfeited 948244 5.31

Outstanding at December 31 2007 6405430 $4.68 2754274 $3.80

Granted 2790312 6.24

Exercised 1144041 4.63

Forfeited 815189 6.00

Outstanding at December 31 2008 7236512 $5.14 3122681 $4.15

Granted 2959872 6.69

Exercised 1241034 3.77

Forfeited 662854 5.96

Outstanding at December 31 2009 8292496 $5.83 3823683 $5.02
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The following table summarizes information about options outstanding and exercisable as of

December 31 2009

Options Outstanding Options Exercisable

Weighted

Average Weighted Weighted

Remaining Average Average

Range of Exercise Prices Outstanding Contractual Life Exercise Price Exercisable Exercise Price

$1.90$2.55 538459 2.7 $2.31 538042 $2.31

$2.56$2.95 461498 6.2 2.77 438913 2.78

$2.96$3.24 531852 5.9 3.13 443245 3.13

$3.25$5.62 663327 6.6 4.78 386796 4.74

$5.63$5.84 416203 8.6 5.75 180571 5.67

$5.85$6.16 1497132 7.6 6.08 698076 6.05

$6.1 7$6.75 1981287 8.8 6.40 309747 6.34

$6.76$7.47 1228538 7.6 7.36 690915 7.40

$7.48$7.75 323720 9.3 7.66

$7.76$13.75 650480 8.6 8.18 137378 8.69

8292496 7.5 $5.83 3823683 $5.02

The following table summarizes information about outstanding stock options that are fully vested

and currently exercisable and outstanding stock options that are expected to vest in the future

Weighted Average Weighted
Number Remaining Average Aggregate

Outstanding Contractual Term Exercise Price Intrinsic Value

As of December 31 2009

Options fully vested and exercisable 3823683 6.0 $5.02 $6817120

Options expected to vest including effects

of expected forfeitures 3711093 8.8 $6.51 1457436

Options fully vested and expected to vest 7534776 7.4 $5.75 $8274556

During the years ended December 31 2009 2008 and 2007 we granted stock options with

weighted-average grant-date fair value of $4.12 $3.88 and $4.12 per share respectively Stock-based

compensation expense related to our stock option plans was $8147000 $7539000 and $5899000 for

the years ended December 31 2009 2008 and 2007 respectively The stock-based compensation

expense amounts for the year ended December 31 2009 include the $699000 one-time reversal related

to the resignation of our former CMO discussed above As of December 31 2009 the unrecorded

stock-based compensation balance related to stock option awards was $8133000 and will be recognized

over an estimated weighted-average amortization period of 1.4 years

The aggregate intrinsic value in the tables above represents the total pretax intrinsic value based

on our closing stock price of $6.58 as of December 31 2009 which would have been received by the

option holders had all option holders with in-the-money options exercised their options as of that date
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The total number of in-the-money options exercisable as of December 31 2009 was 6081058 The

total intrinsic value of outstanding stock options as of December 31 2009 was $8275000

The total intrinsic value of options exercised during the
years

ended December 31 2009 2008 and

2007 was $4583000 $3168000 and $2634000 respectively The total cash received from employees as

result of employee stock option exercises during the years ended December 31 2009 2008 and 2007

was $4683000 $5291000 and $3697000 respectively We settle employee stock option exercises with

newly issued common shares No tax benefits were realized by us in connection with these exercises

during the years ended December 31 2009 2008 or 2007 as we maintain net operating loss

carryforwards and we have established valuation allowance against the entire tax benefit as of

December 31 2009

Valuation assumptions for stock options granted during the
years

ended December 31 2009 2008 and 2007

For stock options granted during the
years

ended December 31 2009 2008 and 2007 the majority

vest according to the following schedule 25% of the shares subject to the award vest one year
after the

date of grant and the remaining 75% of the shares subject to the award vest in equal monthly

installments thereafter over the next three years until all such shares are vested and exercisable Stock-

based compensation is calculated according to the FASB issued accounting guidance and is expensed

over the vesting period of the individual options using the graded vesting attribution method The fair

value of stock options granted to our employees during the years ended December 31 2009 2008 and

2007 was estimated on the date of each grant using the Black-Scholes option pricing model using the

following weighted-average assumptions

2009 2008 2007

Stock option plans

Expected dividend yield 0% 0% 0%

Expected stock price volatility 72% 74% 80%

Risk free interest rate 2.1% 2.9% 4.7%

Expected life years 5.2 5.0 4.3

We used an expected dividend yield of 0% as we do not expect to pay dividends during the

expected life of these awards The expected stock price volatility is determined using our historical

stock volatility over the period equal to the expected life of each award The risk-free interest rate is

based on U.S Treasury zero-coupon issues with remaining term equal to the expected life of each

award During the first
quarter of 2007 the expected life was determined by factoring the different

vesting periods of each award in combination with our employees expected exercise behavior In June

2007 we concluded that our historical share option exercise experience would not provide reasonable

basis upon which to estimate expected term going forward given our relative stage of development and

changes in our business given the termination of previous development program Beginning in the

second
quarter

of 2007 the expected life of the stock options was estimated using peer data of

companies in the life science industry with similar equity plans Stock-based compensation expense is

recognized net of estimated pre-vesting forfeitures which results in recognition of expense on options

that are ultimately expected to vest over the expected option term Forfeitures were estimated using

actual historical forfeiture experience
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Restricted Stock

The following table summarizes activity and related information for our restricted stock

or RS awards

Weighted

Average

Number of Grant-Date

Shares Fair Value

Nonvested RS at December 31 2006 410000 $3.14

Granted 105000 6.08

Vested 102500 3.14

Nonvested RS at December 31 2007 412500 3.89

Granted 10000 7.49

Vested 128750 3.74

Nonvested RS at December 31 2008 293750 4.07

Granted

Vested 131250 3.81

Forfeited 37500 6.17

Nonvested RS at December 31 2009 125000 $3.72

During the year ended December 31 2009 we did not grant any shares of restricted stock During

the years ended December 31 2008 and 2007 we granted 10000 and 105000 shares of restricted stock

respectively The shares of restricted stock vest in four equal annual installments from the date of

grant The grant-date fair value of shares granted during the years ended December 31 2009 2008 and

2007 was $0 $75000 and $638000 respectively The weighted-average grant-date fair value per share

for restricted stock awards granted was based on the closing market price of the Companys common

stock on the grant dates of the awards and was $0 $7.49 and $6.08 for the years ended December 31

2009 2008 and 2007 respectively The total fair value of shares vested during the year ended

December 31 2009 2008 and 2007 was $869000 $751000 and $643000 respectively During the years

ended December 31 2009 2008 and 2007 we recorded stock-based compensation related to restricted

stock awards of $48000 $423000 and $690000 respectively The stock-based compensation expense

amounts for the year ended December 31 2009 includes the $166000 one-time reversal related to the

resignation of our former CMO discussed above As of December 31 2009 the unrecorded stock-based

compensation balance related to restricted stock awards was $53000 and will be recognized over an

estimated weighted-average amortization period of 1.2 years
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The following table summarizes activity and related information for restricted stock unit or RSU
awards

Weighted Average
Number of Grant-Date

Shares Fair Value

Nonvested RSU at December 31 2008

Granted 183981 6.47

Vested

Forfeited 28502 6.40

Nonvested RSU at December 31 2009 155479 $6.48

The shares of restricted stock unit awards vest in four equal annual installments from the date of

grant Upon vesting of the restricted stock unit awards we issue unrestricted shares of our common
stock During the

year ended December 31 2009 and 2008 we recorded stock-based compensation

related to restricted stock unit awards of $368000 and $0 respectively The stock-based compensation

expense amounts for the
year

ended December 31 2009 includes the $41000 one-time reversal related

to the resignation of our former CMO discussed above As of December 31 2009 the unrecorded

stock-based compensation balance related to restricted stock unit awards was $547000 and will be

recognized over an estimated weighted-average amortization period of 1.6 years

Employee Stock Purchase Plan

On February 28 2001 our Board of Directors approved the Allos Therapeutics Inc 2001

Employee Stock Purchase Plan or Purchase Plan which was also approved by our stockholders on

April 17 2001 Under the Purchase Plan we are authorized to issue up to 2500000 shares of common
stock to qualified employees Qualified employees can choose to have up to 10% of their annual base

earnings withheld to purchase shares of our common stock during each offering period The purchase

price of the common stock is 85% percent of the lower of the fair market value of share of common
stock on the first day of the offering or the fair market value of share of common stock on the last

day of the purchase period We sold 42063 22828 and 41148 shares to employees in 2009 2008 and

2007 respectively There were 2217714 shares available for sale under the Purchase Plan as of

December 31 2009 The Purchase Plan will terminate on February 27 2011 Stock-based compensation

expense related to our Purchase Plan was $117000 $59000 and $61000 for the years ended

December 31 2009 2008 and 2007 respectively As of December 31 2009 there was no unrecorded

deferred stock-based compensation balance related to the Purchase Plan The weighted-average

estimated grant date fair value of purchase awards under the Purchase Plan during the years ended

December 31 2009 2008 and 2007 was $2.78 $2.59 and $1.42 per share respectively
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The fair value of purchase awards granted to our employees during the years ended December 31

2009 2008 and 2007 was estimated using the Black-Scholes option pricing model using the following

weighted-average assumptions

2009 2008 2007

Stock purchase plan

Expected dividend yield 0% 0% 0%

Expected stock price volatility
77% 65% 55%

Risk free interest rate 0.4% 2.6% 4.9%

Expected life years 0.5 0.5 0.9

Intangible asset net

Costs incurred for products or product candidates not yet approved by the FDA and for which no

alternative future use exists are recorded as expense In the event product or product candidate has

been approved by the FDA or an alternative future use exists for product or product candidate

patent and license costs are capitalized and amortized over the shorter of the expected patent life and

the expected life cycle of the related product or product candidate

As result of the FDAs approval to market FOLOTYN on September 24 2009 we met

milestone under our license agreement with Memorial Sloan-Kettering Cancer Center

SRI International and Southern Research Institute discussed in Note which required us to make

milestone payment of $5.8 million We capitalized the $5.8 million payment as an intangible asset and

began amortizing the asset immediately following the FDA approval to market FOLOTYN
Amortization expense is being recorded on straight line basis over the remaining expected life of the

patent for FOLOTYN which we expect to last until July 16 2022 This includes the anticipated

Hatch-Waxman extension that provides patent protection for drug compounds for period of up to five

years to compensate for time spent in development This term is our best estimate of the life of the

patent If however the Hatch-Waxman extension is not granted the intangible asset will be amortized

over shorter period The amortization expense for the
year

ended December 31 2009 totaling

$121000 is recorded as amortization of intangible assets in the statement of operations The estimated

annual amortization expense for the intangible asset is approximately $454000 per year during 2010

through 2021 and $234000 in 2022

The carrying values of intangible assets are periodically reviewed to determine if the facts and

circumstances suggest that potential impairment may have occurred No trigger events occurred for

the year ended December 31 2009 on the intangible asset net of $5679000

Income Taxes

We have incurred net losses since inception
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The components of our current and deferred tax provisions benefit which arise from temporary

differences between financial and tax reporting consists of the following

December 31

2009 2008 2007

$65

12

$77

$65

12

$77

2009 2008 2007

$25766 $18105 $13779

1506 1449 975

1660 555 1161

503 1244 3311

Current

Federal

State

Deferred

Federal

State

Total

Federal

State

Income tax benefit for the year ended December 31 2009 was related to federal and state

research and experimentation income tax credit received

The income tax benefit computed using our net loss and the federal statutory income tax rate

differs from our actual income tax benefit primarily due to the following for the years ended

December 31 2009 2008 and 2007

Federal income tax benefit at 35%
State income tax benefit net of federal benefit

Stock-based compensation

Research and development and orphan drug credits

Research and development and orphan drug credits to expire related

to Section 382 limitation

Net operating losses to expire related to Section 382 limitation

Change in valuation allowance

Other

25689
349

Benefit for income taxes 77

5880

23086

20208 14162
35 150
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The components of our deferred tax assets are as follows as of December 31

2009 2008

Deferred tax assets

Net operating loss carryforwards 87765 64471

Amortization of intangibles 1865 1299

Research and development and orphan drug credit

carryforwards 9915 9110

Stock-based compensation 5183 4736

Other 973 396

Total deferred tax assets 105701 80012

Valuation allowance 105701 80012

Net deferred tax assets

Our deferred tax assets represent an unrecognized future tax benefit valuation allowance has

been established for the entire tax benefit as we believe that it is more likely than not that such assets

will not be realized

As of December 31 2009 we had available approximately $238.7 million of net operating loss or

NOL carryforwards after taking into consideration NOLs expected to expire unused due to the

limitations under Section 382 of the Internal Revenue Code and which includes approximately

$6.5 million of deductions related to stock-based compensation that are not realized as deferred tax

assets until current taxes payable can be reduced Of these NOL carryforwards $2.3 million will expire

beginning in 2010 $3.9 million in 2011 $6.2 million in 2012 and the remaining NOL carryforwards

expire in 2018 through 2029 In addition as of December 31 2009 we had research and development

credit and orphan drug credit carryforwards after taking into consideration the Section 382 limitation

of $4.1 million and $5.8 million respectively to offset future regular tax expense Since the Companys

formation it has raised capital through the issuance of capital stock on several occasions which

combined with shareholders subsequent disposition of those shares has resulted in four changes of

control in 1994 1998 2001 and 2005 as defined by Section 382 In general an ownership change as

defined by Section 382 results from transactions increasing the ownership of certain shareholders or

public groups in the stock of corporation by more than 50% within three-year period As result of

the most recent ownership change in 2005 utilization of approximately $59.9 million of NOL

carryforwards generated prior to the latest change are subject to an annual limitation of approximately

$2.2 million under Section 382 determined by multiplying the value of our stock at the time of the

ownership change by the applicable long-term tax-exempt rate Additionally we have recognized

built-in gain that will increase the annual limitation by $3.3 million for each of the five years after the

2005 ownership change Any unused annual limitation may be carried over to subsequent years and the

amount of the limitation may under certain circumstances be subject to adjustment if the fair value of

the Companys net assets are determined to be below or in excess of the tax basis of such assets at the

time of the ownership change and such unrealized loss or gain is recognized during the five-year

period after the ownership change Subsequent ownership changes as defined in Section 382 could
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further limit the amount of our NOL carryforwards and research and development credits that can be

utilized annually to offset future taxable income

We follow comprehensive model for recognizing measuring presenting and disclosing uncertain

tax positions taken or expected to be taken on tax return Tax positions must initially be recognized in

the financial statements when it is more likely than not that the position will be sustained upon
examination by the tax authorities Such tax positions must initially and subsequently be measured as

the largest amount of tax benefit that has
greater than 50% likelihood of being realized upon

ultimate settlement with the tax authority assuming full knowledge of the position and relevant facts

Based on our evaluation we have concluded that there are no significant uncertain tax positions

requiring recognition in our financial statements Our evaluation was performed for the periods from

December 31 1993 through December 31 2009 the tax periods which remain subject to examination

by major tax jurisdictions as of December 31 2009

We may from time to time be assessed interest or penalties by major tax jurisdictions although

there have been no such assessments historically with material impact to our financial results In the

event we receive an assessment for interest and/or penalties it would be classified in the financial

statements as income tax expense

Employee Benefit Plan

We maintain defined contribution plan covering substantially all employees under Section 401k
of the Internal Revenue Code Effective January 2007 we provided 50% match of employees

contributions up to $5000 per employee per year We made total contributions of $356000 $246000

and $241000 during the
years

ended December 31 2009 2008 and 2007 respectively Company
contributions are fully vested after four years of employment

Commitments and Contingencies

Lease Commitments

We lease offices and automobiles under agreements that expire at various dates through 2012

These office leases contain clauses for renewal at our option for one additional three year term Total

office rent expense for the
years

ended December 31 2009 2008 and 2007 was $786000 $715000 and

$686000 respectively

The aggregate future minimum rental commitments as of December 31 2009 for non-cancelable

operating leases with initial or remaining terms in excess of one year are as follows

Year Ending December 31

2010 $1133
2011 1071

2012 253

2013

Total $2457
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Royally and License Fee Commitments

In December 2002 we entered into license agreement with Memorial Sloan-Kettering Cancer

Center SRI International and Southern Research Institute as amended under which we obtained

exclusive worldwide rights to portfolio of patents and patent applications related to FOLOTYN and

its uses Under the terms of the agreement we paid an up-front license fee of $2.0 million upon

execution of the agreement and have made aggregate milestone payments of $2.5 million based on the

passage of time Additionally in May and September 2009 we made milestone payments of

$1.5 million based on the FDA accepting our New Drug Application for review and $5.8 million based

on the FDA approval to market FOLOTYN respectively The up-front license fee and all milestone

payments under the agreement prior to FDA approval to market FOLOTYN were recorded to

research and development expense as incurred As discussed in Note the $5.8 million milestone

payment based on the FDA approval was capitalized as an intangible asset and is being amortized over

the expected useful life of the composition of matter patent for FOLOTYN which we expect to last

until July 16 2022 The only remaining potential milestone payment under the license agreement is for

$3.5 million upon regulatory approval to market FOLOTYN in Europe which if made would be

capitalized and amortized over the expected useful life Under the terms of the agreement we are

required to fund all development programs and will have sole responsibility for all commercialization

activities In addition we will pay the licensors royalties based on graduated annual levels of net sales

of FOLOTYN to our distributors net of actual rebates and chargebacks or distributor sales which

may be different than our net product revenue recognized in accordance with U.S generally accepted

accounting principles or GAAP or sublicense revenues arising from sublicensing the product if and

when such sales or sublicenses occur Royalties are 8% of annual distributor sales up to $150.0 million

9% of annual distributor sales of $150.0 million through $300.0 million and 11% of annual distributor

sales in excess of $300.0 million In 2009 our royalties were 8% of our net distributor sales

In December 2004 we entered into an agreement with the University of Colorado Health Sciences

Center the University of Salford and Cancer Research Technology or CR1 under which we obtained

exclusive worldwide rights to certain intellectual property surrounding proprietary molecule known as

RH1 Under the terms of the agreement we paid an up-front license fee of $190500 upon execution of

the agreement The up-front license fee as well as the one-time data option fee discussed below have

been recorded to research and development expense Under the terms of the agreement and related

data option agreement we paid the licensors one-time data option fee of $360000 in 2007 for an

exclusive license to the results of Phase study sponsored by Cancer Research UK CRTs parent

institution In June 2009 we discontinued the RH1 development program In August 2009 we provided

notice of termination of our license agreement for RH1 to the licensors which termination was

effective September 2009

Contingencies

We were named as defendant in purported securities class action lawsuit filed in May 2004

seeking unspecified damages relating to the issuance of allegedly false and misleading statements

regarding EFAPROXYN during the period from May 29 2003 to April 29 2004 and subsequent

declines in our stock price In an opinion dated October 20 2005 the U.S District Court for the

District of Colorado concluded that the plaintiffs complaint failed to meet the legal requirements
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applicable to its alleged claims and dismissed the lawsuit On November 20 2005 the plaintiffs

appealed the District Courts decision to the U.S Court of Appeals for the Tenth Circuit On

February 2008 the parties signed stipulation of settlement settling the case for $2000000 The
settlement was subject to various conditions including without limitation approval of the District

Court On January 29 2009 the District Court issued its Order and Final Judgment approving the

settlement including the releases of the defendants for which the settlement provided Neither we nor

our former officer who was also named as defendant admitted any liability in connection with the

settlement The amount of the settlement in excess of our deductible was covered by our insurance

carrier The period to appeal the District Courts approval of the settlement lapsed during the three

months ended March 31 2009 without any further appeals being filed and the settlement is final We
have no further obligations related to this lawsuit and have no accrual remaining related to the

settlement

We enter into indemnification provisions under our agreements with other companies in our

ordinary course of business typically with business partners contractors clinical sites and suppliers

Under these provisions we generally indemnify and hold harmless the indemnified
party for losses

suffered or incurred by the indemnified party as result of our activities or the use of our product

candidates These indemnification provisions generally survive termination of the underlying agreement
The maximum potential amount of future payments we could be required to make under these

indemnification provisions is unlimited We have not incurred material costs to defend lawsuits or settle

claims related to these indemnification agreements The estimated fair value of the indemnification

provisions of these agreements is minimal as of December 31 2009 and accordingly we have no

corresponding liabilities recorded as of December 31 2009

10 Related Party fransactions

Dr Donald Abraham

In January 2001 we entered into consulting agreement for scientific advisory services with

Dr Donald Abraham director of the Company from 1994 through May 10 2004 Under the one-year

agreement which was renewable upon mutual consent we paid Dr Abraham consulting fees of $2000

per month In March 2002 this contract was terminated Effective July 2003 we entered into

another one-year consulting agreement under which we paid Dr Abraham consulting fees of $5000

per month Starting in June 2004 this agreement was renewed each year for successive one-year terms

through June 30 2007 The agreement was not renewed after June 30 2007 For the years ended

December 31 2009 2008 and 2007 we paid Dr Abraham consulting fees of $0 $0 $30000

respectively

Dr Marvin Jaffe MD
Dr Marvin Jaffe served as member of our Board of Directors from 1994 to May 10 2006 On

March 11 2006 Dr Jaffe tendered his resignation as director of the Company effective immediately

prior to our 2006 annual meeting of stockholders and notified the Board that he did not intend to

stand for reelection As result of Dr Jaffes resignation as director on May 10 2006 we entered

into consulting agreement with Dr Jaffe in order to allow us to retain the benefit of Dr Jaffes

knowledge and expertise regarding the Companys business and the potential clinical development and
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commercialization strategies for our products the Jaffe Consulting Agreement Pursuant to the Jaffe

Consulting Agreement Dr Jaffe agreed to provide up to 10 hours of consulting service per month as

and when requested from time to time by the Company In connection with the performance of his

consulting services we granted Dr Jaffe nonqualified stock option under the Companys 2000 Stock

Incentive Compensation Plan to purchase 20000 shares of common stock at an exercise price equal to

$2.94 per share which equals the closing sale price of share of our common stock on the effective

date of the Jaffe Consulting Agreement as reported by the Nasdaq National Market This option is

subject to the terms and conditions of the 2000 Stock Incentive Compensation Plan as further provided

in our 2008 Equity Incentive Plan and vests in eighteen equal monthly installments commencing July

2006 Dr Jaffe is not entitled to any additional compensation or benefits in connection with the

performance of his consulting services The Jaffe Consulting Agreement terminated on December 31

2007

Michael Hart

Pursuant to the Separation Agreement with Mr Hart and as result of Mr Harts resignation as

director on May 10 2006 we entered into consulting agreement with Mr Hart in order to allow us

to retain the benefit of Mr Harts historical knowledge regarding the Companys operations and

corporate development strategies or the Hart Consulting Agreement Pursuant to the Hart Consulting

Agreement Mr Hart agreed to provide an average of at least 10 hours of consulting services per

month as and when requested from time to time by the Company Mr Hart is not entitled to any

compensation or benefits in connection with the performance of his consulting services except for

those payments and benefits being provided to him under the Separation Agreement The Hart

Consulting Agreement terminated on December 31 2007
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11 Quarterly Information Unaudited

The results of operations on quarterly basis for the years ended December 31 2009 and 2008

were as follows

Net product sales

Operating costs and

expenses

Cost of sales excluding

amortization expense

Research and

development

Selling general and

administrative

Amortization of

intangible asset

Total operating costs

and expenses

Operating loss

Interest and other income

net

Loss before income taxes

Income tax benefit

Net loss

Net loss per share basic

and diluted

Weighted average shares

basic and diluted

12 Subsequent Events

We have evaluated all subsequent events through the date which these financial statements were

issued

408

March 31 June 30 Sept 30 Dec 31 March 31 June 30 Sept 30 Dec 31
2009 2009 2009 2009 2008 2008 2008 2008

3585$

8360 8776 7538 7944 7561 6889 8089 8056

6963 8037 11327 18121 5011 5439 5326 7268

114

15323 16813 18872 26587 12572 12328 13415 15324

15323 16813 18872 23002 12572 12328 13415 15324

173 125 76 565 504 254 586

15150 16807 18747 22926 12007 11824 13161 14738
77

15150 16807 18670 22926 12007 11824 13161 14738

0.19 0.19 0.21 0.22 0.18 0.16 0.16 0.18

81096293 89011044 89543949 102007968 67266819 72382487 80752024 80894796
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Safe Harbor Statement This report contains

forward-looking statements that are made
pursuant

to the safe harbor provisions of the Private Securities

Litigation Reform Act of 1995 These forward-looking

statements include but are not limited to state

ments regarding the commercialization of FOLOTYN

for the treatment of patients with relapsed or refrac

tory PTCL Allos intent and projected timeline

to submit an MAA in Europe other statements

regarding Allos future product development and

regulatory strategies including its intent to develop

or seek regulatory approval for FOLOTYN in specific

indications or in additional jurisdictions and other

statements that are other than utatements of histori

cal facts In some cases you can identify forward-

looking statements by terminology such as may
will should expectsintends plans

anticipates believes estimates predicts

projects potential continue and other similar

terminology or the
negative

of these terms but their

absence does not mean that particular statement

is not forward-looking Such forward-looking state

ments are not guarantees of future performance and

are subject to risks and uncertainties that may cause

actual results to differ materially from those anticipat

ed by the forward-looking statements Important fac

tors that may cause actual results to differ materially

include but are not limited to the risks and uncer

tainties associated with the acceptance of FOLOTYN

in the marketplace the status of reimbursement from

third party payers Allos dependence on third
party

manufacturers Allos compliance with applicable

regulatory requirements including the healthcare

fraud and abuse laws and Allos pout-marketing

requirements that the design of or data collected

from the PROPEL trial may not be sufficient to sup

port marketing approval in Europe that Allos may

experience difficulties or delays in the initiation

progress
or completion of itt clinical trials whether

caused by competition adverse events investiga

tive site initiation rates patient enrollment rates

regulatory issues or other factors and that Allos may

lack the financial resources and access to capital

to support its future operations including its prod

uct development and commercialization plans for

FOLOTYN Additional information concerning these

and other factors that may cause actual results to dif

fer materially from those anticipated in the forward-

looking statements is contained in the Risk Factors

section of the Companys Quarterly Report on Form

10-0 for the quarter ended March 31 2010 and in

the Companys other periodic reports and filings

with the Securities and Exchange Commission The

Company cautions investors not to place undue reli

ance on the forward-looking statements contained in

this
press

release All forward-looking statements are

based on information currently available to Allos on

the date hereof and Allos undertakes no obligation

to revise or update these forward-looking statements

to reflect events or circumstances after the date of

this presentation except as required by law
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