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To our shareholders, partners, patients and employees:

Our mission at Curis is to develop innovative and differentiated cancer
therapeutics that help patients live longer, healthier lives. During this time, as
the evolving COVID-19 pandemic presents unprecedented challenges to people
around the world, we are further reminded of the importance and necessity of
medical innovation.

2019 was a formative year for Curis. We consolidated our pipeline of next
generation cancer drugs around our most promising candidates and reported
exciting clinical data, upon which we look to expand in 2020. We also retooled
our approach to addressing a potentially groundbreaking new target in
oncology, by leveraging our expertise and in-licensing the first-in-class
monoclonal antibody designed to antagonize VISTA.

On the corporate side of our business, we established several valuable
partnerships and collaborations that position Curis for sustained momentum and
we recently bolstered our balance sheet with an efficient, flexible capital source
from a healthcare-focused institution. In addition, we expanded and
strengthened our leadership team with several key senior hires and promotions.

We remain committed to advancing our clinical programs and look forward to
sharing our progress with you in the months to come.

g

James Dentzer
President & CEO
Curis, Inc.

Thank you for your continued support,
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PART 1

Cautionary Note Regarding Forward-Looking Statements

This annual report on Form 10-K contains forward-looking statements within the meaning of the U.S. Private Securities
Litigation Reform Act of 1995, which involve risks and uncertainties. All statements other than statements of historical fact
contained in this report are statements that could be deemed forward-looking statements, including without limitation any
expectations of revenue, expenses, earnings or losses from operations, or other financial results; statements with respect to the
plans, strategies and objectives of management for future operations, statements concerning product research, development
and commercialization plans, timelines and anticipated results, statements of expectation or belief; statements with respect to
clinical trials and studies; statements with respect to royalties and milestones, statements with respect to the therapeutic
potential of drug candidates, and statements of assumptions underlying any of the foregoing. Without limiting the foregoing,
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the words “anticipates”, “believes”, “could”, “estimates”, “expects”, “intends”, “may”, “plans”, “seeks”, “will”,
“strategy”, “potential”, “should”, “would and other similar language, whether in the negative or affirmative, are intended to
identify forward-looking statements, although not all forward-looking statements contain these identifying words. Because
forward-looking statements relate to the future, they are subject to inherent uncertainties, risks and changes in circumstances
that are difficult to predict. Our actual results could differ materially from those anticipated in these forward-looking
statements as a result of various factors. These statements involve known and unknown risks, uncertainties and other factors
that may cause our actual results, performance or achievements to be materially different from any future results, performance
or achievements expressed or implied by the forward-looking statements. We therefore caution you against relying on any of
these forward-looking statements. Important factors that could cause actual results to differ materially from those in these
forward-looking statements are discussed, among other places, in Item 1A., “Risk Factors” of Part I and Item 7,
“Management s Discussion and Analysis of Financial Condition and Results of Operations” of Part Il of this report and in our
Securities and Exchange Commission reports filed after this report.

The forward-looking statements included in this annual report represent our estimates as of the filing date of this annual
report. We specifically disclaim any obligation to update these forward-looking statements in the future. These forward-looking
statements should not be relied upon as representing our estimates or views as of any date subsequent to the date of this annual
report.

Other Information
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Unless otherwise indicated, or unless the context of the discussion requires otherwise, we use the terms “we,” “us,
“our” and similar references to refer to Curis, Inc. and its subsidiaries, on a consolidated basis. We use the terms “Curis” to
refer to Curis, Inc. on a stand-alone basis.

ITEM 1. BUSINESS
Overview

We are a biotechnology company focused on the development of first-in-class and innovative therapeutics for the
treatment of cancer. Our clinical stage drug candidates are:

*  CA-4948, which is being tested in a Phase 1 dose escalating clinical trial in patients with non-Hodgkin lymphomas,
including those with Myeloid Differentiation Primary Response Protein 88, or MYDSS alterations. We reported
preliminary clinical data from the study in December 2019. We are currently planning to initiate a separate Phase 1
trial for acute myeloid leukemia and myelodysplastic syndromes patients in the first half of 2020.

» CI-8993, a monoclonal antibody designed to antagonize the V-domain Ig suppressor of T cell activation, or VISTA
signaling pathway, which we plan to begin clinical testing in a Phase 1a/1b trial in 2020.

» Fimepinostat, which is currently being explored in clinical studies in patients with MY C-altered diffuse large B-cell
lymphoma, or DLBCL and solid tumors and has been granted Orphan Drug Designation and Fast Track Designation
for the treatment of DLBCL by the U.S. Food and Drug Administration, or FDA in April 2015 and May 2018,
respectively. We began enrollment in a Phase 1 combination study with venetoclax in DLBCL patients, including
patients with translocations in both MYC and the BCL2 gene, also referred to as double-hit lymphoma, or high-grade
B-cell lymphoma, or HGBL. We reported preliminary clinical data from this combination study in December 2019.
In March 2020, we announced that although we observed no significant drug-drug interaction in our Phase 1 study of
fimepinostat in combination with venetoclax, we did not see an efficacy signal that would warrant continuation of the
study. Accordingly, no further patients will be enrolled in this study. We are currently evaluating future studies for
fimepinostat.



* Our pipeline includes CA-170 for which we announced initial data from a clinical study in patients with
mesothelioma in conjunction with the Society of Immunotherapy of Cancer conference in November 2019. Based on
this data, no further patients will be enrolled in the study. We are currently evaluating future studies for CA-170. In
February 2020, we and Aurigene further amended our collaboration agreement. Under the terms of the amended
agreement, Aurigene will fund and conduct a Phase 2b/3 randomized study evaluating CA-170, in combination with
chemoradiation, in approximately 240 patients with non-squamous non-small cell lung cancer, or nsNSCLC. In turn,
Aurigene receives rights to develop and commercialize CA-170 in Asia, in addition to its existing rights in India and
Russia, based on the terms of the original agreement. We retain U.S., European Union, and rest of world rights to
CA-170, and are entitled to receive royalty payments on potential future sales of CA-170 in Asia.

Our pipeline also includes CA-327, which is a pre-Investigational New Drug, or IND stage oncology drug candidate.

On January 18, 2015 we entered into a collaboration agreement with Aurigene Discovery Technologies Limited, or
Aurigene, a specialized, discovery-stage biotechnology company and wholly owned subsidiary of Dr. Reddy’s Laboratories for
the discovery, development and commercialization of small molecule compounds in the areas of immuno-oncology and
precision oncology, which we refer to as the Aurigene agreement, which was amended in September 2016 and February 2020.
As of December 31, 2019, we have licensed four programs under the Aurigene collaboration.

1. IRAK4 Program - a precision oncology program of small molecule inhibitors of IRAK4. The development
candidate is CA-4948, an orally available small molecule inhibitor of IRAK4.

2.  PDI/VISTA Program - an immuno-oncology program of small molecule antagonists of PD1 and VISTA immune
checkpoint pathways. The development candidate is CA-170, an orally available small molecule antagonist of
VISTA and PDLI.

3. PDI1/TIM3 Program - an immuno-oncology program of small molecule antagonists of PD1 and TIM3 immune
checkpoint pathways. The development candidate is CA-327, an orally available small molecule antagonist of
PDL1 and TIM3.

4. In March 2018, we exercised our option to license a fourth program, which is an immuno-oncology program.

In addition, we are party to an option and license agreement with ImmuNext, Inc., or ImmuNext. Pursuant to the terms of
the option and license agreement, we have an option, exercisable for a specified period as set forth in the option and license
agreement, to obtain an exclusive license to develop and commercialize certain VISTA antagonizing compounds, including
ImmuNext's lead compound, CI-8993, and products containing these compounds in the field of oncology.

We are also party to a collaboration with Genentech Inc., or Genentech, a member of the Roche Group, under which
Genentech and F. Hoffmann-La Roche Ltd, or Roche are commercializing Erivedge” (vismodegib), a first-in-class orally-
administered small molecule signaling pathway inhibitor. Erivedge is approved for the treatment of advanced basal cell
carcinoma, or BCC.

Based on our clinical development plans for our pipeline, we intend to predominantly focus our available resources on
the continued development of CA-4948, in collaboration with Aurigene, and CI-8993, in collaboration with ImmuNext, in the
near term.



Product Development Programs

We are seeking to develop and commercialize innovative drug candidates to treat cancer. Our product development
initiatives, described in the table below, are being pursued using our internal resources or through our collaborations.
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Since our inception in 2000, substantially all of our revenues have been derived from collaborations and other
agreements with third-parties. For both of the years ended December 31, 2019 and 2018, milestone and royalty payments from
Genentech accounted for $10.0 million and $10.4 million, or 100%, respectively, of revenues, all of which was related to the
development and commercialization of Erivedge.

CA-4948

CA-4948 is an oral small molecule drug candidate that is designed to inhibit the IRAK4 kinase, which is an important
transducer of toll-like receptor or certain interleukin receptor signaling pathways. These signaling pathways are shown to be
involved in certain human cancers and inflammatory diseases.

CA-4948 is a potent inhibitor of IRAK4 in biochemical and cell based assays, as well as in an in vivo tumor model of
diffuse large B cell lymphoma that harbors mutation in the IRAK4 pathway. Lead compounds from this program were also
shown to be effective in an in vivo preclinical model of acute inflammation, suggesting that CA-4948 and other program
compounds have the potential for use in the treatment of cancer and inflammatory diseases. CA-4948 has been shown to be
active in in vivo xenograft models of human lymphoma, and demonstrates activity in ex-vivo models of acute myeloid
leukemia, or AML, and myelodysplastic syndromes, or MDS. In January 2018 we initiated a Phase 1 dose escalating clinical
trial in patients with non-Hodgkin lymphomas including those with MYD88 alterations. We reported preliminary clinical data
from the study in the fourth quarter of 2019. We are currently planning to initiate a separate Phase 1 trial for acute myeloid
leukemia and myelodysplastic syndromes patients in the first half of 2020.

CI-8993

CI-8993 is a human IgG1 kappa monoclonal antibody directed against the VISTA protein. VISTA shares homology with
other immune checkpoint proteins, including PD-1 and PD-L1, and is an important negative regulator in the immune
suppression induced by cancer. Recent studies suggest VISTA is strongly upregulated in response to treatment with other
cancer immunotherapy agents. VISTA is strongly expressed in several tumor types including pancreatic cancer, mesothelioma,
and prostate cancer. VISTA creates an immune blocking signal that is independent of, and complementary to, PD-1 and
CTLA-4.

CI-8993 was originally developed as part of a license and collaboration agreement between ImmuNext and Janssen
Biotech, Inc., or Janssen. In 2016, Janssen initiated clinical development of CI-8993 in a Phase 1 study evaluating safety,
pharmacokinetics and pharmacodynamics of ascending doses of CI-8993 in patients with advanced solid tumors. The study




enrolled 12 patients, in which one patient experienced dose-limiting side effects related to cytokine release syndrome. Janssen
opted to close the study and ImmuNext regained control of the asset.

In January 2020, we announced plans to develop CI-8993, leveraging our clinical and non-clinical experience with a
VISTA-focused program (CA-170).

Fimepinostat

Fimepinostat was invented by our scientists and is an oral, dual inhibitor of HDAC and PI3K enzymes. Specifically,
fimepinostat inhibits HDACs 1, 2, 3, 6 and 10 and PI3K-alpha, delta and beta isoforms. Inhibitors of HDAC enzymes can
affect a number of cell functions and cancer cell viability by regulating the acetylation of both histone and non-histone
substrates. Multiple inhibitors of HDACs have been approved by the FDA for treatment of hematologic malignancies. P13
kinases are frequently activated through mutations or by receptor tyrosine kinases in many cancer types. Two PI3K inhibitors
are currently approved by the FDA for treatment of patients with B cell malignancies. Fimepinostat has shown potent antitumor
activity in a variety of hematologic tumor models such as non-Hodgkin’s lymphoma, including some with alterations in MYC
oncogene, and multiple myeloma.

Non-clinical results indicate that at the mechanistic level, fimepinostat effectively downregulates MYC protein levels in
MY C-altered and MY C-dependent cells and tumor models, consistent with the roles of HDAC and PI3K in MYC regulation.
These results provide a mechanistic rationale for the clinical development of fimepinostat in MY C-driven malignancies.

Clinical development of fimepinostat began in January 2013. Based on examination of multiple dose and schedules of
administration in the Phase 1 trial, the recommended dose of fimepinostat was determined to be once daily oral administration
of 60 mg dose using a 5 days “on”/2 days “off” schedule in 21-day cycles. The most common drug related adverse events, or
AEs reported in the Phase 1 trial were low grade, meaning Grade 1 and 2, diarrhea, fatigue and nausea. Dose limiting
toxicities, or DLTs have consisted of diarrhea and hyperglycemia, however no DLTs occurred at the recommended dose and
schedule. Other drug-related Grade 3 or Grade 4 AEs reported in three or more patients included thrombocytopenia and
neutrophil decrease, which are hematologic AEs, as well as diarrhea, hyperglycemia and fatigue, which are non-hematologic
AEs. In the expansion stage of the Phase 1 trial, fimepinostat was tested as monotherapy or in combination with rituximab in
patients with relapsed or refractory DLBCL, a type of non-Hodgkin’s Lymphoma.

The Phase 2 study of monotherapy fimepinostat in patients with relapsed or refractory DLBCL, including those whose
tumor harbors alterations of the MYC oncogene is ongoing, and is designed to enroll up to 100 patients with DLBCL with
MYC alteration. Study objectives include measurement of objective response rate, progression-free survival, overall survival,
duration of response, incidence and severity of adverse events and other safety parameters, and characterization of the
pharmacokinetics of fimepinostat.

Data from the two clinical studies with fimepinostat have resulted in a number of patients with relapsed or refractory
DLBCL (3rd line or later) achieving durable complete and partial responses. Overall, based on the combined results from a
Phase 1 trial and interim analysis of the Phase 2 study, the objective response rate, or ORR in the MY C-altered patients was
14/60 (23.3%). These responses appear to be durable with a median duration of response of 13.6 months, with many of the
patients currently continuing treatment. In comparison, based on the same combined results from the Phase 1 trial and Phase 2
interim analysis, the ORR was 3/22 (13.6%) with median duration of response of 8.8 months for MY C negative patients in
these studies. An additional set of patients who had incomplete MYC testing, with only negative results if any, were considered
MY C unknown had an ORR of 2/23 (8.7%) with response duration of 10.8 months.

The preponderance of data from historical non-Curis sponsored studies suggest that MY C-altered disease confers a
negative prognosis in newly diagnosed patients with DLBCL as reflected by progression free survival and overall survival, or
OS. Patients with relapse and MY C-altered disease have an inferior outcome to any chemotherapy and to stem cell transplant.
This poor prognosis conferred by MYC alteration is relevant in front-line, relapsed and relapsed/refractory stage of treatment
and even after stem cell transplantation. Based on the most recent published and largest dataset for relapsed/refractory stage
MY C-altered DLBCL patients, the two-year OS of this population is 0% as compared to 29.9% in their non-MY C-altered
counterparts.

In light of the substantial unmet need for more effective therapies, in April 2015 and May 2018, respectively the FDA
granted fimepinostat orphan drug and fast track designations for the treatment of DLBCL.

We began enrollment in a Phase 1 combination study with venetoclax in DLBCL patients, including patients with
translocations in both MYC and the BCL2 gene, also referred to as double-hit lymphoma, or high-grade B-cell lymphoma. We
reported preliminary clinical data from this combination study in the fourth quarter of 2019. In March 2020, we announced that
although we observed no significant drug-drug interaction in our Phase 1 study of fimepinostat in combination with venetoclax,
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we did not see an efficacy signal that would warrant continuation of the study. Accordingly, no further patients will be enrolled
in this study. We are currently evaluating future studies for fimepinostat.

We are party to an agreement with The Leukemia and Lymphoma Society, or LLS, dated November 2011, and as
amended in August 2015. We agreed to make up to $1.7 million in future payments to LLS, which equals the aggregate
payments previously received from LLS under the November 2011 agreement, pursuant to the achievement of certain
objectives, including a licensing, sale, or other similar transaction, as well as regulatory and commercial objectives, in each
case related to the fimepinostat program in hematological malignancies. However, if fimepinostat does not continue to meet its
clinical safety endpoints in ongoing and future clinical trials in the defined field, or fails to obtain necessary regulatory
approvals, all funding provided to us by LLS will be considered a non-refundable grant.

CA-170

CA-170 is an oral small molecule drug candidate that is designed to selectively target VISTA and PDL1 immune
checkpoint proteins, both of which independently function as negative regulators of immune activation. CA-170 is being
developed by us under our collaboration with Aurigene.

CA-170 can potently rescue effector functions of T cells, such as cytokine secretion and proliferation, which are inhibited
in the presence of VISTA and PDL1/L2 checkpoint proteins. CA-170 has demonstrated high selectivity, and is unable to rescue
T cells functions in the presence of other checkpoint protein molecules such as TIM3, CTLA4, LAG-3 and BTLA.
Additionally, in multiple syngeneic mouse tumor models (such as melanoma and colon cancer), oral administration of CA-170
was demonstrated to result in anti-tumor activity but no such activity was observed in immune deficient mice, suggesting that
the in vivo anti-cancer effects of CA-170 require an intact immune system.

In June 2016, we dosed the first patient in a Phase 1 trial of CA-170 being conducted in patients with solid tumors and
lymphomas. In November 2018, we presented preliminary clinical data from the ongoing dose escalation stage of CA-170's
Phase 1 trial at the Society for Immunotherapy of Cancer, or SITC Meeting. The data demonstrated that CA-170 has a dose
proportional and predictable PK profile in patients treated orally at various doses in the ongoing dose escalation stage of the
study. Additionally, evaluation of patient blood samples demonstrated that CA-170 appears to be biologically active in
modulating the immune system, with a several-fold increase in percentage of circulating CD8+ T cells expressing activation
markers within 24 hours of oral dosing. As compared to pre-dosing, there was a marked increase in the population of CD8+ T
cells detected in the post treatment tumor biopsy samples in multiple patients. The data presented also demonstrated that
multiple patients experienced tumor shrinkages, including two patients each with non-small cell lung cancer and melanoma,
and one patient each with follicular lymphoma, esophageal, squamous carcinoma of the head and neck, and Hodgkin
lymphoma. CA-170 was well tolerated up to the highest dose tested, 1200 mg twice daily oral administration, as of December
2018. We announced initial data in conjunction with the Society for Inmunotherapy of Cancer conference in November 2019.
Based on this data, no further patients will be enrolled in the study. We are currently evaluating future studies for CA-170.

Our collaboration partner, Aurigene, initiated a Phase 2 trial for CA-170 in India in the first quarter of 2018. In 2019,
Aurigene presented clinical data from a Phase 2a basket study of CA-170 in patients with multiple tumor types, including those
with non-squamous non-small cell lung cancer, or nsNSCLC. In the study, CA-170 demonstrated promising signs of safety and
activity in nsSNSCLC patients compared to various anti-PD-1/PD-L1 antibodies. In February 2020 we amended our
collaboration, license and option agreement with Aurigene. Under the terms of the amended agreement, Aurigene will fund and
conduct a Phase 2b/3 randomized study evaluating CA-170 in combination with chemoradiation, in approximately 240 patients
with nsNSCLC. Aurigene has rights to develop and commercialize CA-170 in Asia, in addition to its existing rights in India
and Russia, based on the terms of the original agreement. We are entitled to receive royalty payments on potential future sales
of CA-170 in Asia, and we retain rights in the U.S., European Union and rest of the world.

CA-327

In October 2016, we exercised our option within the collaboration with Aurigene to license the PDL1/TIM3 program.
CA-327 is an oral small molecule drug candidate that is designed to selectively target PDL1 and TIM3 immune checkpoint
proteins, both of which independently function as negative regulators of immune activation. CA-327 has demonstrated anti-
tumor activity in multiple syngeneic mouse tumor models in an immune-dependent manner.

For a further discussion of our collaboration agreement with Aurigene, see “Business—Our Collaborations and License
Agreements—Aurigene.”



Erivedge

Erivedge is an orally bioavailable small molecule which is designed to selectively inhibit the Hedgehog signaling
pathway by targeting a protein called Smoothened. The Hedgehog signaling pathway is normally active during embryonic
development and unregulated activation of the pathway is believed to play a central role in allowing the proliferation and
survival of cancer cells and leading to formation and maintenance of certain cancers. Genetic mutations that lead to unregulated
activation of Hedgehog signaling are found in BCC and medulloblastoma. Aberrant signaling in the Hedgehog signaling
pathway is implicated in over 90% of BCC cases.

Erivedge is FDA approved for treatment of adults with metastatic basal cell carcinoma, or with locally advanced basal
cell carcinoma that has recurred following surgery or who are not candidates for surgery, and who are not candidates for
radiation and is being developed under a collaboration agreement with Genentech. Genentech and Roche are responsible for the
clinical development and global commercialization of Erivedge. Erivedge is currently marketed and sold in the U.S. by
Genentech and in the European Union, Australia and several other countries by Roche.

For a further discussion of our Hedgehog collaboration agreement with Genentech, see “Business—Our Collaborations
and License Agreements —Genentech.”

Our Collaborations and License Agreements

Aurigene

In January 2015, we entered into an exclusive collaboration agreement with Aurigene for the discovery, development and
commercialization of small molecule compounds in the areas of immuno-oncology and selected precision oncology targets.
Under the collaboration agreement, Aurigene granted us an option to obtain exclusive, royalty-bearing licenses to relevant
Aurigene technology to develop, manufacture and commercialize products containing certain of such compounds anywhere in
the world, except for India and Russia, which are territories retained by Aurigene.

In connection with the collaboration agreement, we issued to Aurigene 3,424,026 shares of our common stock valued at
$24.3 million at the time of issuance in partial consideration for the rights granted to us under the collaboration agreement
which we recognized as expense during the year ended December 31, 2015. The shares were issued pursuant to a stock
purchase agreement with Aurigene dated January 18, 2015.

In September 2016, we and Aurigene entered into an amendment to the collaboration agreement. Under the terms of the
amendment, in exchange for the issuance by us to Aurigene of 2,041,666 shares of our common stock, Aurigene waived
payment of up to a total of $24.5 million in potential milestones and other payments associated with the first four programs in
the collaboration that may have become due from us under the collaboration agreement. To the extent any of these waived
milestones or other payments are not payable by us, for example in the event one or more of the milestone events do not occur,
we will have the right to deduct the unused waived amount from any one or more of the milestone payment obligations tied to
achievement of commercial milestone events. The amendment also provides that, in the event supplemental program activities
are performed by Aurigene, we will provide up to $2.0 million of additional funding for each of the third and fourth licensed
program. The shares were issued pursuant to a stock purchase agreement with Aurigene dated September 7, 2016.

As of December 31, 2019, we have exercised our option to license the following four programs under the collaboration:

1. IRAKA4 Program - a precision oncology program of small molecule inhibitors of IRAK4. The development
candidate is CA-4948, an orally available small molecule inhibitor of IRAK4.

2. PDI1/VISTA Program - an immuno-oncology program of small molecule antagonists of PD1 and VISTA immune
checkpoint pathways. The development candidate is CA-170, an orally available small molecule antagonist of
VISTA and PDLI.

3. PDI1/TIM3 Program - an immuno-oncology program of small molecule antagonists of PD1 and TIM3 immune
checkpoint pathways. The development candidate is CA-327, an orally available small molecule antagonist of
PDL1 and TIM3.

4. In March 2018, we exercised our option to license a fourth program, which is an immuno-oncology program.

For each of our licensed programs (as described above) we are obligated to use commercially reasonable efforts to
develop, obtain regulatory approval for, and commercialize at least one product in each of the U.S., specified countries in the
European Union and Japan, and Aurigene is obligated to use commercially reasonable efforts to perform its obligations under
the development plan for such licensed program in an expeditious manner.

Subject to specified exceptions, we and Aurigene agreed to collaborate exclusively with each other on the discovery,
research, development and commercialization of programs and compounds within immuno-oncology for an initial period of
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approximately two years from the effective date of the collaboration agreement. At our option, and subject to specified
conditions, we may extend such exclusivity for up to three additional one-year periods by paying to Aurigene additional
exclusivity option fees on an annual basis. We exercised the first one-year exclusivity option in the first quarter of 2017. The
fee for this exclusivity option exercise was $7.5 million, which we paid in two equal installments in the first and third quarters
of 2017. We have elected not to further exercise our exclusivity option and thus did not make the $10.0 million payment
required for this additional exclusivity in 2018. As a result of our election to not further exercise our exclusivity option, we are
no longer operating under the broad immuno-oncology exclusivity with Aurigene. We elected to exercise our option to extend
exclusivity on a program-by-program, year-by-year, basis for the IRAK4 Program and the PD1/VISTA Program in 2018. In
2019, we elected not to further extend, on a program-by-program, year-by-year basis, exclusivity for the IRAK4 Program and
the PD1/VISTA Program.

Since January 2015, we have paid $14.5 million in research payments, and have waived $19.5 million in milestones under
the terms of the 2016 amendment.

For each of the IRAK4, PD1/VISTA, PD1/TIM3 programs, and the fourth immuno-oncology program: we have
remaining unpaid or unwaived payment obligations of $42.5 million per program, related to regulatory approval and
commercial sales milestones, plus specified additional payments for approvals for additional indications, if any.

We have agreed to pay Aurigene tiered royalties on our and our affiliates” annual net sales of products at percentage rates
ranging from the high single digits up to 10%, subject to specified reductions.

We have agreed to make certain payments to Aurigene upon our entry into sublicense agreements on any program(s),
including:

+ with respect to amounts that we and our affiliates receive from sublicensees under a licensed program in the U.S. or
the European Union, a declining percentage of non-royalty sublicense revenues that is dependent on the stage of the
most advanced product for such licensed program at the time the sublicense is granted, including, for example 25%
of such amounts following our initiation of a Phase 2 clinical study and 15% of such amounts after initiation of the
first pivotal study. This sharing will also extend to royalties that we receive from sublicensees, subject to minimum
royalty percentage rates that we are obligated to pay to Aurigene, which generally range from mid-to-high single-
digit royalty percentage rates up to 10%;

» with respect to sublicensing revenues we and our affiliates receive from sublicensees under a licensed program in
Asia, 50% of such sublicensing revenues, including both non-royalty sublicensee revenues and royalties that we
receive from sublicensees; and

» with respect to non-royalty sublicensing revenues we and our affiliates receive from sublicensees under a licensed
program outside of the U.S., the European Union and Asia, a percentage of such non-royalty sublicense revenues
ranging from 30% to 50%. We are also obligated to share 50% of royalties that we receive from sublicensees that we
receive in these territories.

Our royalty payment obligations (including those on sales by sublicensees) under the collaboration agreement with
respect to a product in a country will expire on a product-by-product and country-by-country basis on the later of: (i) expiration
of the last-to-expire valid claim of the Aurigene patents covering the manufacture, use or sale of such product in such country;
and (ii) 10 years from the first commercial sale of such product in such country.

The term of the collaboration agreement begins upon signing and, unless earlier terminated, will expire upon either: (i) 90
days after the completion by Aurigene of its obligations under all research plans if we have not exercised the option with
respect to at least one program by such time; or (ii) expiration of the last-to-expire royalty term for any and all products. Upon
expiration (but not on earlier termination) of the collaboration agreement, all licenses granted by Aurigene to us that were in
effect immediately prior to such expiration shall survive on a non-exclusive, royalty-free, fully paid, irrevocable, perpetual
basis.

The collaboration agreement may be terminated, either in its entirety or with respect to a particular program, by either
Aurigene or us for uncured material breach by the other party, other than an uncured material breach by the other party of its
diligence obligations with respect to a program or licensed program. If an uncured material breach other than a diligence breach
relates to a particular program or licensed program, the non-breaching party may terminate the collaboration agreement only
with respect to that program or licensed program. However, after initiation of the first pivotal clinical trial of a product for a
licensed program, Aurigene may not terminate the collaboration agreement with respect to such licensed program for an
uncured non-diligence breach by us, except in the case of our uncured material breach of our payment obligations with respect
to such licensed program, but Aurigene may pursue any and all remedies that may be available to it at law or in equity as a
result of such breach. Similarly, after initiation of the first pivotal clinical trial of a product for a licensed program, we may not
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terminate the collaboration agreement with respect to the license we have granted Aurigene for its territory of India and Russia
for such licensed program for an uncured non-diligence breach by Aurigene, but we may pursue any and all remedies that may
be available to us at law or in equity as a result of such breach.

On a program-by-program basis, we may terminate the collaboration agreement as it relates to a program or licensed
program for an uncured breach by Aurigene with respect to such program or licensed program, and Aurigene may terminate the
collaboration agreement as it relates to a licensed program for an uncured breach by us with respect to such licensed program.

In addition, we may terminate the collaboration agreement in its entirety or as it relates to a particular program or licensed
program or on a country-by-country basis, for any reason or for no reason at any time upon 60 days’ prior written notice to
Aurigene.

In the event of termination of the collaboration agreement in its entirety before we have exercised the option for any
program, or termination of the collaboration agreement as it relates to any program prior to exercise of the option for such
program, all rights and licenses granted by either Aurigene or us to the other party with respect to such program under the
collaboration agreement (including the option for such program) will automatically terminate.

If the royalty term with respect to a product for any licensed program in any country has expired on or before any
termination of the collaboration agreement in its entirety or as to such licensed program, the license granted by Aurigene to us
with respect to such product in such country, as well as the corresponding license granted to Aurigene in its territory, shall
survive such termination of the collaboration agreement.

Solely in the event of termination of the collaboration agreement by Aurigene for our uncured breach, or our termination
of the collaboration agreement for convenience, the following will apply to any program that was a licensed program
immediately prior to such termination:

» our license with respect to any licensed program that is not a terminated program (defined below), either in our entire
territory or in countries within our territory outside of the terminated region (defined below), as applicable, shall
continue in full force and effect, subject to all terms and conditions of the collaboration agreement, including our
payment obligations;

» our license with respect to any terminated program, either in our entire territory or in the terminated region, as
applicable, shall terminate and revert to Aurigene;

» we will grant Aurigene a perpetual, royalty-free (except for pass-through royalties and milestone payments payable
by us under licenses to third-party patent rights with respect to products developed or commercialized by or on behalf
of Aurigene) license, with the right to sublicense, under our relevant patent rights and other technology solely to
develop, manufacture and commercialize compounds and products for any terminated program, either in our entire
territory or in the terminated region, as applicable. The foregoing license will be non-exclusive with respect to our
patent rights and exclusive with respect to our other technology;

» we will grant to Aurigene a right of first negotiation, exercisable within 90 days after termination, to obtain an
exclusive, royalty-bearing license, with the right to sublicense, under our relevant patent rights solely to develop,
manufacture and commercialize compounds and products for any terminated program, either in our entire territory or
in the terminated region, as applicable, upon commercially reasonable terms and conditions to be negotiated in good
faith by the parties;

» we will perform other specified activities and actions reasonably necessary for Aurigene to develop, manufacture and
commercialize compounds and products for any terminated program, either in our entire territory or in the terminated
region, as applicable; and

+ the applicable license to Aurigene will survive termination.

For purposes of the foregoing, “terminated program” means: (i) in the case of termination of the collaboration agreement
in its entirety by Aurigene for our uncured non-diligence breach, any program that was a licensed program immediately prior to
such termination, but excluding, except in the case of our uncured material breach of our payment obligations with respect to
such licensed program, any such licensed program for which initiation of the first pivotal clinical trial of a product has occurred
prior to such termination; (ii) in the case of any termination of the collaboration agreement as to a particular licensed program
by Aurigene either for our uncured non diligence breach (to the extent termination as to such licensed program is permitted) or
our uncured diligence breach, such licensed program; (iii) in the case of our termination of the collaboration agreement in its
entirety for convenience, any program that was a licensed program immediately prior to such termination; or (iv) in the case of
our termination of the collaboration agreement as to a particular licensed program for convenience, such licensed program;
provided, however, that, in the case of the preceding clauses (iii) and (iv), if our termination of the collaboration agreement in
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its entirety or as to a particular licensed program for convenience was with respect only to a particular country or subset of
countries within the entire territory as applicable, a terminated region, the applicable licensed program(s) shall be considered
“terminated program(s)” only in the terminated region but shall remain licensed program(s) in the rest of our territory.

ImmuNext

In January 2020, we entered into an option and license agreement with ImmuNext, or the ImmuNext Agreement Under
the terms of the ImmuNext Agreement, we agreed to engage in a collaborative effort with ImnmuNext, and to conduct a Phase
1a/1b clinical trial of CI-8993. In exchange, ImmuNext granted us an exclusive option, exercisable until the earlier of (a) four
years after January 6, 2020 and (b) 90 days after database lock for the first Phase 1a/1b trial in which the endpoints are
satisfied, or the Option Period, to obtain an exclusive, worldwide license to develop and commercialize certain VISTA
antagonizing compounds and products containing these compounds in the field of oncology.

A joint steering committee composed of representatives from each of the parties will manage the non-clinical and clinical
development of the VISTA compounds and products during the Option Period, including, but not limited to, the approval of
the plan for the Phase 1a/1b trial.

During the Option Period, we will conduct the Phase 1a/1b trial and ImmuNext will conduct certain agreed upon non-
clinical research activities to support the Phase 1a/1b trial. During the Option Period, we will assign to ImmuNext all right, title
and interest in and to, inventions made by us alone or jointly with ImmuNext in conducting clinical and non-clinical activities
under the ImmuNext Agreement during the Option Period and any patent rights covering those inventions. Effective as of the
option exercise date (if any), ImmuNext will assign to us (i) all such inventions that were made solely by us and any patent
rights covering those inventions that were assigned by us to ImmuNext during the Option Period and (ii) a joint ownership
interest in all such inventions that were made jointly by us and ImmuNext and patent rights covering those inventions that we
assigned to ImmuNext during the option period, except for any of those inventions that relates to compounds as to which
ImmuNext has retained exclusive rights.

In January 2020, we paid $1.3 million in an upfront fee to ImmuNext. In addition, if we exercise the option, we will pay
ImmuNext an option exercise fee of $20.0 million. ImmuNext will be eligible to receive up to $4.6 million in potential
development milestones, up to $84.3 million in potential regulatory approval milestones, and up to $125.0 million in potential
sales milestone payments from us. ImmuNext is also eligible to receive tiered royalties on annual net sales on a product-by-
product and country-by-country basis, at percentage rates ranging from high single digits to low double digits, subject to
specified adjustments.

Our royalty payment obligations under the ImmuNext Agreement with respect to a product in a country will expire on the
later of (i) expiration of the last-to-expire valid claim of the ImmuNext patents or jointly owned patents covering the
manufacture, use or sale of such product in such country, (ii) the expiration of all regulatory exclusivity for such product in
such country, and (iii) 10 years from the first commercial sale of such product in such country.

In partial consideration for drug substance, technical advice, and maintenance of ImmuNext’s existing IND and access to
ImmuNext’s technology during the Option Period, we will make semi-annual maintenance fee payments of $0.4 million to
ImmuNext. In addition, we will reimburse ImmuNext for certain documented external costs and expenses incurred by
ImmuNext in carrying out non-clinical research activities approved by the joint steering committee, up to $0.3 million per
calendar year, unless otherwise agreed to by both parties in writing.

We have agreed to pay ImmuNext a low double-digit percentage of sublicense revenue received by us or our Affiliates.

The term of the ImmuNext Agreement began on January 6, 2020, and, unless earlier terminated, will expire upon either:
(a) expiration of the Option Period if we have not exercised the Option; or (b) expiration of all royalty payment obligations for
any and all products. Upon expiration (but not on earlier termination) of the ImmuNext Agreement after exercise of the option,
the license granted by ImmuNext to us shall automatically become fully paid-up, royalty-free, irrevocable and perpetual.

The ImmuNext Agreement may be terminated by either us or ImmuNext for an uncured material breach by the other party
or if the other party files for bankruptcy or insolvency. InmuNext may terminate the InmuNext Agreement if we or any of our
affiliates or sublicensees challenges any ImmuNext patents licensed to us or if we cease all research, development,
manufacturing and commercialization activities for the products for a specified continuous period of time. We may terminate
the ImmuNext Agreement for convenience, in its entirety or on a product-by-product basis.

In the event we terminate the ImmuNext Agreement for convenience or ImmuNext terminates the ImmuNext Agreement
for uncured material breach, patent challenge, cessation of product-related activities or filing of bankruptcy or insolvency by
us, then all rights and licenses granted to us will terminate, and, subject to specified royalty payment obligations of ImmuNext,
we will grant ImmuNext (i) an exclusive, perpetual, nontransferable, worldwide license under patents controlled by us and (ii) a
non-exclusive license under any know-how controlled by us, in each case, that are necessary or reasonably useful for the
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exploitation of the ImmuNext compounds antagonizing VISTA or products we were developing or commercializing under the
ImmuNext Agreement, and solely to exploit such compounds and products.

In the event we terminate the ImmuNext Agreement for uncured material breach or filing of bankruptcy or insolvency by
ImmuNext after exercising the option, then the licenses granted by ImmuNext shall survive in perpetuity, subject to our
obligation to pay milestone payments and royalties to ImmuNext in accordance with the ImmuNext Agreement.

Genentech

In 2003, we entered into a collaborative research, development and license agreement with Genentech, which we refer to
as the collaboration agreement.

Under the terms of our collaboration agreement with Genentech, we granted Genentech an exclusive, global, royalty-
bearing license, with the right to sublicense, to make, use, sell and import molecules capable of inhibiting the Hedgehog
signaling pathway (including small molecules, proteins and antibodies) for human therapeutic applications, including cancer
therapy. Genentech subsequently granted a sublicense to Roche for non-U.S. rights to Erivedge other than in Japan where such
rights are held by Chugai. Genentech and Roche are responsible for worldwide clinical development, regulatory affairs,
manufacturing and supply, formulation, and sales and marketing.

We are eligible to receive up to an aggregate of $115.0 million in contingent cash milestone payments, exclusive of
royalty payments, in connection with the development of Erivedge or another small molecule Hedgehog pathway inhibitor,
assuming the successful achievement by Genentech and Roche of specified clinical development and regulatory objectives. Of
this amount, we have received $59.0 million to date.

In addition to the contingent cash milestone payments, our wholly owned subsidiary, Curis Royalty, LLC, or Curis
Royalty, is entitled to a royalty on net sales of Erivedge that ranges from 5% to 7.5% based upon global Erivedge sales by
Roche and Genentech. The royalty rate applicable to Erivedge may be decreased by 2% on a country-by-country basis in
certain specified circumstances, including when a competing product that binds to the same molecular target as Erivedge is
approved by the applicable country’s regulatory authority in another country and is being sold in such country by a third-party
for use in the same indication as Erivedge, or, when there is no issued intellectual property covering Erivedge in a territory in
which sales are recorded. During the third quarter of 2015, the FDA and the European Medicine Agency’s Committee for
Medicinal Products for Human Use, or CHMP approved another Hedgehog signaling pathway inhibitor, Odomzo® (sonidegib),
which is marketed by Sun Pharmaceutical Industries Ltd., for use in locally advanced BCC. Accordingly, Genentech reduced
royalties to Curis Royalty on its net sales in the United States of Erivedge by 2% since the fourth quarter of 2015, and we
anticipate that Genentech will reduce by 2% royalties on net sales of Erivedge outside of the United States on a country-by-
country basis to the extent that sonidegib is approved by the applicable country’s regulatory authority and is being sold in such
country. However, pursuant to the Oberland Purchase Agreement described below, we have retained our rights with respect to
the 2% of royalties that are subject to such reduction in countries where such reduction may or has occurred, subject to the
terms and conditions of the Oberland Purchase Agreement, which we refer to as the “Retained Royalty Amounts”.

As aresult of our licensing agreements with various universities, we are also obligated to make payments to university
licensors on royalties that Curis Royalty earns in all territories (other than Australia) in an amount that is equal to 5% of the
royalty payments received from Genentech. This obligation endures on a country-by-country basis for a period of 10 years
from the first commercial sale of Erivedge, which occurred in February 2012 in the U.S. For royalties that we earn from
Roche’s sales of Erivedge in Australia, we were obligated to make payments to university licensors of 2% of Roche’s direct net
sales in Australia until the expiration of the Australian patent in April 2019, after which the amount has decreased to 5% of the
royalty payments that we receive from Genentech for the remainder of the period ending 10 years from the first commercial
sale of Erivedge.

Unless terminated earlier, the collaboration agreement will expire six months after the later of the expiration of
Genentech’s obligation to pay royalties to us under the agreement or such time as no activities have occurred under the
agreement for a period of twelve months. The collaboration agreement may be terminated earlier by either party for cause upon
sixty days prior written notice. In addition, Genentech may terminate the agreement, either in whole or in part, without cause,
upon six months prior written notice. In the event of any termination where specific license grants survive, we will continue to
have the right to receive clinical development and regulatory approval milestones and royalties on product sales for such
licensed compound, if any. If we terminate the agreement for cause or Genentech terminates the agreement without cause, all
licenses granted to Genentech automatically terminate and revert to us. In addition, Genentech has agreed that it will no longer
conduct any development or commercialization activities on any compounds identified in the course of conducting activities
under the research plan for the agreement for so long as such compounds continue to be covered by valid patent claims.
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In November 2012, we formed a wholly owned subsidiary, Curis Royalty, which received a $30.0 million loan at an
annual interest rate of 12.25% pursuant to a credit agreement between Curis Royalty and BioPharma Secured Debt Fund II Sub,
S. ar. 1., a Luxembourg limited liability company managed by Pharmakon Advisors, or BioPharma-II. In connection with the
loan, we transferred to Curis Royalty our rights to receive royalty and royalty related payments on the commercial sales of
Erivedge that we receive from Genentech, and any payment made by Genentech to us pursuant to Genentech’s indemnification
obligations under the collaboration agreement. The loan and accrued interest was being repaid by Curis Royalty using such
royalty and royalty related payments. The loan constituted an obligation of Curis Royalty and was non-recourse to Curis.

Under the terms of the credit agreement, with BioPharma-II, quarterly royalty and royalty-related payments from
Genentech were first applied to pay interest and second, principal on the loan from BioPharma-II. As a result of the loan
received from BioPharma-II, we continued to record royalty revenue from Genentech but expect such revenues would have
been used to pay down such loan until it is repaid in full. Curis Royalty retained the right to royalty payments related to sales of
Erivedge following repayment of the loan.

In March 2017, we and Curis Royalty entered into a new credit agreement with HealthCare Royalty Partners III, L.P., or
HealthCare Royalty, for the purpose of refinancing and terminating the loan from BioPharma-II. HealthCare Royalty made a
$45.0 million loan at an interest rate of 9.95% to Curis Royalty, which was used, in part, to pay off $18.4 million in remaining
loan obligations to BioPharma-II under the prior loan, with the residual proceeds of $26.6 million distributed to us as sole
equity member of Curis Royalty. On March 22, 2019 we terminated the loan with HealthCare Royalty, and repaid in full all
amounts outstanding under the credit agreement.

In connection with our repayment and termination of the credit agreement with HealthCare Royalty, on March 22, 2019,
we and Curis Royalty entered into a royalty interest purchase agreement, referred to as the Oberland Purchase Agreement, with
TPC Investments I LP and TPC Investments II LP, referred to as the Purchasers, each of which is a Delaware limited
partnership managed by Oberland Capital Management, LLC, and Lind SA LLC, referred to as the Agent, a Delaware limited
liability company managed by Oberland Capital Management, LLC, as collateral agent for the Purchasers, for the purpose of
providing operating cash flow and extinguishing the credit agreement with HealthCare Royalty. In connection with entering in
the Oberland Purchase Agreement, Curis Royalty and the Agent also entered into a security agreement, we and the Agent
entered into a pledge agreement and we and Curis Royalty entered into a consent and payment direction letter agreement with
Genentech.

Pursuant to the Oberland Purchase Agreement, the Purchasers acquired the rights to a portion of certain royalty and
royalty-related payments excluding a portion of non-US royalties retained by Curis Royalty, referred to as the Purchased
Receivables, owed by Genentech under our collaboration agreement with Genentech. Upon closing of the Oberland Purchase
Agreement, Curis Royalty received an upfront purchase price of $65.0 million from the Purchasers, approximately $33.8
million of which was used to pay off the remaining loan principal under the credit agreement with HealthCare Royalty, and
$3.7 million of which was used to pay transaction costs, including $3.4 million to HealthCare Royalty in accrued and unpaid
interest and prepayment fees under the credit agreement, resulting in net proceeds of $27.5 million. Curis Royalty will also be
entitled to receive milestone payments of (i) $17.2 million if the Purchasers and Curis Royalty receive aggregate royalty
payments as described in clauses (4) and (5) of the following paragraph pursuant to the Oberland Purchase Agreement in excess
of $18.0 million during the calendar year 2021 and (ii) $53.5 million if the Purchasers receive payments pursuant to the
Oberland Purchase Agreement in excess of $117.0 million on or prior to December 31, 2026, which milestone payments may
each be paid, at the option of the Purchasers, in a lump sum in cash or out of the Purchaser’s portion of future payments under
the Oberland Purchase Agreement.

Pursuant to the terms of the Oberland Purchase Agreement, so long as an event of default by Curis Royalty has not
occurred under the security agreement, royalty and royalty-related payments owed by Genentech under the Genentech
collaboration agreement in each calendar year shall be allocated in the following order: (1) Curis Royalty shall receive
payments reflecting the Retained Royalty Amounts (as defined above) to the extent actually paid by Genentech under the
Genentech collaboration agreement, (2) Curis Royalty shall receive payments to satisfy Curis’ royalty obligations to certain
academic institutions subject to a specified percentage cap and/or a specified period of time, (3) Curis Royalty shall receive a
fixed amount of payments to reimburse intellectual property and other enforcement costs, whether or not actually incurred by
us, (4) the Purchasers shall receive 100.0% of all payments up to $13.2 million in the aggregate in such calendar year, and (5)
any additional payments in such calendar year shall be paid 65.0% to Curis Royalty and 35.0% to the Purchasers.

The Oberland Purchase Agreement also provides that, so long as an event of default by Curis Royalty has not occurred
under the security agreement, if Curis Royalty recovers any monetary award or settlement or any other non-ordinary course
lump sum payment made in respect of the royalty and royalty-related payments owed by Genentech under the Genentech
collaboration agreement that does not specifically relate to any calendar period, then such payment or other recovery shall be
allocated in the following order: (1) Curis Royalty shall receive payments to satisfy Curis’ royalty obligations to certain
academic institutions up to a specified percentage cap, (2) the Purchasers shall receive 100.0% of all such payments up to an
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amount equal to the product of $13.2 million and the number of full calendar years, and any fraction thereof, in the period
beginning on the first day of the calendar quarter in which such payment or other recovery is received and ending on December
31, 2028, subject to certain exceptions, and (3) any additional payment shall be paid 65.0% to Curis Royalty and 35.0% to the
Purchasers. Following an event of default under the security agreement, the Agent has the right to stop all allocations of
payments that would have otherwise been allocated to Curis Royalty pursuant to the foregoing two paragraphs and instead
retain all such payments.

In addition, the Oberland Purchase Agreement provides that after the occurrence of an event of default by Curis Royalty
under the security agreement, as described below, the Purchasers shall have the option, for a period of 180 days, to require
Curis Royalty to repurchase the Purchased Receivables at a price, referred to as the Put/Call Price, equal to a percentage,
beginning at a low triple digit percentage and increasing over time up to a low-mid triple digit percentage of the sum of the
upfront purchase price and any portion of the milestone payments paid in a lump sum by the Purchasers, if any, minus certain
payments previously received by the Purchasers with respect to the Purchased Receivables. Additionally, Curis Royalty shall
have the option at any time to repurchase the Purchased Receivables at the Put/Call Price as of the date of such repurchase.

The Oberland Purchase Agreement will terminate upon the earlier to occur of (i) the date on which Curis Royalty’s rights
to receive the Purchased Receivables owed by Genentech under the Genentech collaboration agreement have terminated in
their entirety and (ii) the date on which payment in full of the Put/Call Price is received by the Purchasers pursuant to the
Purchasers’ exercise of their put option or Curis Royalty’s exercise of its call right as described above.

Pursuant to the security agreement, Curis Royalty granted to the Agent a first priority lien and security interest in all of its
assets and all real, intangible and personal property, including all of its right, title and interest in and to the Erivedge royalty
payments pursuant to a security agreement. The security interest secures the obligations of Curis Royalty arising under the
Oberland Purchase Agreement, the security agreement or otherwise with respect to the due and prompt payment of (i) an
amount equal to the Put/Call Price and (ii) all fees, costs, expenses, indemnities and other payments of Curis Royalty under or
in respect of the Oberland Purchase Agreement and the security agreement. Additionally, in connection with the transaction,
Curis granted to the Agent a first priority lien and security interest of Curis’ equity interest in Curis Royalty pursuant to a
pledge agreement.

Corporate Information

We were organized as a Delaware corporation in February 2000. We began our operations in July 2000 upon the
completion of the merger of Creative BioMolecules, Inc., Ontogeny, Inc. and Reprogenesis, Inc. Our principal executive office
is located at 4 Maguire Road, Lexington, MA 02421 and our telephone number is (617) 503-6500.

Curis” and the Curis logo are trademarks or registered trademarks of Curis, and Erivedge” is a trademark of Genentech.
This annual report on Form 10-K may also contain trademarks and trade names of others.

Website Access to Reports

We maintain a website with the address www.curis.com. We are not including the information contained in our website as
part of, or incorporating it by reference into, this annual report on Form 10-K. Our website address is included in this annual
report on Form 10-K as an inactive textual reference only. We make available free of charge through our website our annual
reports on Form 10-K, our quarterly reports on Form 10-Q, our current reports on Form 8-K and any such amendments to those
reports as soon as reasonably practicable after we electronically file such material with, or furnish such material to, the
Securities and Exchange Commission, or SEC. The SEC maintains a website, www.sec.gov, that contains reports, proxy and
information statements and other information regarding issuers that file electronically with the SEC. The public may read and
copy any materials we file with the Securities and Exchange Commission at the SEC’s Public Reference Room at 100 F Street,
N.E., Washington, D.C. 20549. The public may obtain information on the operation of the public reference room by calling
1-800-SEC-0330. In addition, we provide paper copies of our filings free of charge upon request. We also make available on
our website our corporate governance guidelines, the charters for our audit committee, compensation committee and
nominating and corporate governance committee, and our code of business conduct and ethics, and such information is
available in print to any stockholder of Curis who requests it.

Intellectual Property

Our policy is to obtain and enforce the patents and proprietary technology rights that are key to our business. We intend to
continue to file U.S. and foreign patent applications to protect technology, inventions and improvements that are considered
important to the development of our business. We will be able to protect our proprietary technologies from unauthorized use by
third-parties only to the extent that our proprietary rights are covered by valid and enforceable patents or are effectively
maintained as trade secrets.
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In the U.S., as of December 31, 2019, we have 71 issued or allowed patents expiring on various dates between 2020 and
2036 as well as numerous pending patent applications. We have foreign counterpart patent filings for most of our U.S. issued
patents and patent applications. These patents and patent applications are directed to various inventions including compositions
of matter, methods of making and using these compositions for multiple applications, methods for drug screening and
discovery, developmental biological processes, and patents which relate to our proprietary technologies.

Fimepinostat and other Targeted Drug Candidates. As of December 31, 2019, we have 26 issued or allowed U.S.
patents that expire on various dates between 2027 and 2032, including patents covering the composition of matter for
fimepinostat, which expires in 2032. We also have several U.S. and foreign utility patent applications directed to our novel
small molecules. Our patents and patent applications cover compositions of matter, methods of manufacturing these molecules,
formulations, and methods of using these molecules to treat a variety of therapeutic indications. We intend to continue to file
additional U.S. and foreign applications as the programs progress.

CA-170, CA-4948, CA-327 and Aurigene Collaboration Programs. In conjunction with the October 2015 exercise of
options to license the PDL1/VISTA and IRAK-4 programs, the October 2016 exercise of our option to license the PDL1/TIM3
program under this collaboration, and the March 2018 exercise of our option to the fourth program in immuno-oncology, we
obtained world-wide (except for India and Russia) exclusive licenses to the Aurigene intellectual property relevant to the
program. The portfolio consists of filings which cover various genera of compounds from each program and methods of use
thereof. As of December 31, 2019, there are 14 issued or allowed U.S. patents included in such filings.

Erivedge and the Hedgehog Signaling Pathway. As of December 31, 2019, we have 31 issued U.S. patents expiring on
various dates between 2020 and 2036, which relate to the Hedgehog signaling pathway, including patents covering Erivedge’s
composition of matter, which expires in 2028. Our patents and patent applications cover proteins, and certain small molecule
agonists and inhibitors of the Hedgehog signaling pathway, drug screening and discovery methods, as well as methods of using
Hedgehog proteins, antibodies or small molecules to activate or inhibit the Hedgehog signaling pathway for a variety of
therapeutic indications or diagnostic uses. In addition, we have filed foreign patent applications corresponding to many of the
aforementioned U.S. filings that could provide additional patent protection for products that activate or inhibit the Hedgehog
signaling pathway.

Our academic and research institution collaborators have certain rights to publish data and information regarding their
discoveries to which we have rights. While we believe that the prepublication access to the data developed by our collaborators
pursuant to our collaboration agreements will be sufficient to permit us to apply for patent protection in the areas in which we
are interested in pursuing further research, there is considerable pressure on such institutions to rapidly publish discoveries
arising from their efforts. This may affect our ability to obtain patent protection in the areas in which we may have an interest.
In addition, these collaboration agreements typically contain provisions that provide us with, at a minimum, an option to license
the institution’s rights to intellectual property arising from the collaboration.

We are party to various license agreements that give us rights to commercialize various technologies, particularly our
Hedgehog signaling pathway technologies, and to use technologies in our research and development processes. The
consideration payable in exchange for these licenses includes up-front fees, issuances of shares of common stock, annual
royalties, milestone payments and royalties on net sales by our sub-licensees and us. The licensors may terminate these
agreements if we fail to meet certain diligence requirements, fail to make payments or otherwise commit a material breach that
is not cured after notice.

In addition, we depend upon trade secrets, know-how and continuing technological advances to develop and maintain our
competitive position. To maintain the confidentiality of trade secrets and proprietary information, we require our employees,
scientific advisors, consultants and collaborators, upon commencement of a relationship with us, to execute confidentiality
agreements and, in the case of parties other than our research and development collaborators, to agree to assign their inventions
to us. These agreements are designed to protect our proprietary information and to grant us ownership of technologies that are
developed in connection with their relationship to us.

Research and Development Program

As of December 31, 2019, our research and development group consisted of 17 employees, including medical doctors,
molecular biologists, cell biologists, and other clinical or scientific disciplines who seek to identify and develop new
applications for our existing proprietary portfolio.

Government Regulation and Product Approvals

Government authorities in the United States, at the federal, state and local level, and in other countries and jurisdictions,
including the European Union, extensively regulate, among other things, the research, development, testing, manufacture,
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quality control, approval, packaging, storage, recordkeeping, labeling, advertising, promotion, distribution, marketing, pricing,
post approval monitoring and reporting, and import and export of pharmaceutical products. The processes for obtaining
regulatory approvals in the United States and in foreign countries and jurisdictions, along with subsequent compliance with
applicable statutes and regulations and other regulatory authorities, require the expenditure of substantial time and financial
resources.

Review and Approval of Drugs in the United States

In the United States, the FDA approves and regulates drug products under the Federal Food, Drug, and Cosmetic Act, or
FDCA, and implementing regulations. The failure to comply with applicable requirements under the FDCA and other
applicable laws at any time during the product development process, approval process or after approval may subject an
applicant and/or sponsor to a variety of administrative or judicial sanctions, including refusal by the FDA to approve pending
applications, withdrawal of an approval, imposition of a clinical hold, issuance of warning letters and other types of letters,
product recalls, product seizures, total or partial suspension of production or distribution, injunctions, fines, refusals of
government contracts, restitution, disgorgement of profits, or civil or criminal investigations and penalties brought by the FDA
and the Department of Justice or other governmental entities.

An applicant seeking approval to market and distribute a new drug product in the United States must typically undertake
the following:

» completion of preclinical laboratory tests, animal studies and formulation studies in compliance with the FDA’s good
laboratory practice, or GLP, regulations;

* submission to the FDA of an IND, which must take effect before human clinical trials may begin;

» approval by an independent institutional review board, or IRB, representing each clinical site before each clinical trial
may be initiated;

» performance of adequate and well-controlled human clinical trials in accordance with good clinical practices, or GCP,
to establish the safety and efficacy of the proposed drug product for each indication;

» preparation and submission to the FDA of a new drug application, or NDA, requesting marketing for one or more
proposed indications;

» review of the candidate product by an FDA advisory committee, where appropriate or if applicable;

 satisfactory completion of one or more FDA inspections of the manufacturing facility or facilities at which the
product, or components thereof, are produced to assess compliance with current good manufacturing practices, or
c¢GMP, requirements and to assure that the facilities, methods and controls are adequate to preserve the product’s
identity, strength, quality and purity;

 satisfactory completion of FDA audits of clinical trial sites to assure compliance with GCPs and the integrity of the
clinical data;

» payment of user fees and securing FDA approval of the NDA; and

» compliance with any post approval requirements, including the potential requirement to implement a Risk Evaluation
and Mitigation Strategy, or REMS, and the potential requirement to conduct post approval studies required by the
FDA.

Preclinical Studies

Before an applicant begins testing a compound with potential therapeutic value in humans, the drug candidate enters the
preclinical testing stage. Preclinical studies include laboratory evaluation of product chemistry, toxicity and formulation, and
the purity and stability of the drug substance, as well as in vitro and animal studies to assess the potential safety and activity of
the drug for initial testing in humans and to establish a rationale for therapeutic use. The conduct of preclinical studies is
subject to federal regulations and requirements, including GLP regulations. The results of the preclinical tests, together with
manufacturing information, analytical data, any available clinical data or literature and plans for clinical trials, among other
things, are submitted to the FDA as part of an IND. Some long-term preclinical testing, such as animal tests of reproductive
adverse events and carcinogenicity, may continue after the IND is submitted.

Applicants usually must complete some long-term preclinical testing, such as animal tests of reproductive adverse events
and carcinogenicity, and must also develop additional information about the chemistry and physical characteristics of the drug
and finalize a process for manufacturing the drug in commercial quantities in accordance with cGMP requirements. The
manufacturing process must be capable of consistently producing quality batches of the drug candidate and, among other
things, the manufacturer must develop methods for testing the identity, strength, quality and purity of the final drug product.
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Additionally, appropriate packaging must be selected and tested and stability studies must be conducted to demonstrate that the
drug candidate does not undergo unacceptable deterioration over its shelf life.

The IND and IRB Processes

Clinical trials involve the administration of the investigational product to human subjects under the supervision of
qualified investigators in accordance with GCP requirements, which include, among other things, the requirement that all
research subjects provide their voluntary informed consent in writing before their participation in any clinical trial. Clinical
trials are conducted under written study protocols detailing, among other things, the inclusion and exclusion criteria, the
objectives of the study, the parameters to be used in monitoring safety and the effectiveness criteria to be evaluated. A protocol
for each clinical trial and any subsequent protocol amendments must be submitted to the FDA as part of the IND.

An IND is an exemption from the FDCA that allows an unapproved drug to be shipped in interstate commerce for use in
an investigational clinical trial and a request for FDA authorization to administer an investigational drug to humans. Such
authorization must be secured prior to interstate shipment and administration of any new drug that is not the subject of an
approved NDA. In support of a request for an IND, applicants must submit a protocol for each clinical trial and any subsequent
protocol amendments must be submitted to the FDA as part of the IND. In addition, the results of the preclinical tests, together
with manufacturing information, analytical data, any available clinical data or literature and plans for clinical trials, among
other things, are submitted to the FDA as part of an IND. The FDA requires a 30-day waiting period after the filing of each IND
before clinical trials may begin. This waiting period is designed to allow the FDA to review the IND to determine whether
human research subjects will be exposed to unreasonable health risks. At any time during this 30-day period, the FDA may
raise concerns or questions about the conduct of the trials as outlined in the IND and impose a clinical hold. In this case, the
IND sponsor and the FDA must resolve any outstanding concerns before the clinical trials can begin.

Following commencement of a clinical trial under an IND, the FDA may also place a clinical hold or partial clinical hold
on that trial. A clinical hold is an order issued by the FDA to the sponsor to delay a proposed clinical investigation or to suspend
an ongoing investigation. A partial clinical hold is a delay or suspension of only part of the clinical work requested under the
IND. For example, a specific protocol or part of a protocol is not allowed to proceed, while other protocols may do so. No more
than 30 days after imposition of a clinical hold or partial clinical hold, the FDA will provide the sponsor a written explanation
of the basis for the hold. Following issuance of a clinical hold or partial clinical hold, an investigation may only resume after
the FDA has notified the sponsor that the investigation may proceed. The FDA will base that determination on information
provided by the sponsor correcting the deficiencies previously cited or otherwise satisfying the FDA that the investigation can
proceed.

A sponsor may choose, but is not required, to conduct a foreign clinical study under an IND. When a foreign clinical
study is conducted under an IND, all FDA IND requirements must be met unless waived. When the foreign clinical study is not
conducted under an IND, the sponsor must ensure that the study complies with FDA certain regulatory requirements in order to
use the study as support for an IND or application for marketing approval. Specifically, on April 28, 2008, the FDA amended its
regulations governing the acceptance of foreign clinical studies not conducted under an investigational new drug application as
support for an IND or a new drug application. The final rule provides that such studies must be conducted in accordance with
GCP, including review and approval by an independent ethics committee, or IEC, and informed consent from subjects. The
GCP requirements in the final rule encompass both ethical and data integrity standards for clinical studies. The FDA’s
regulations are intended to help ensure the protection of human subjects enrolled in non-IND foreign clinical studies, as well as
the quality and integrity of the resulting data. They further help ensure that non-IND foreign studies are conducted in a manner
comparable to that required for IND studies.

In addition to the foregoing IND requirements, an IRB representing each institution participating in the clinical trial must
review and approve the plan for any clinical trial before it commences at that institution, and the IRB must conduct a
continuing review and reapprove the study at least annually. The IRB must review and approve, among other things, the study
protocol and informed consent information to be provided to study subjects. An IRB must operate in compliance with FDA
regulations. An IRB can suspend or terminate approval of a clinical trial at its institution, or an institution it represents, if the
clinical trial is not being conducted in accordance with the IRB’s requirements or if the product candidate has been associated
with unexpected serious harm to patients.

Additionally, some trials are overseen by an independent group of qualified experts organized by the trial sponsor, known
as a data safety monitoring board or committee or DSMB. This group provides authorization for whether or not a trial may
move forward at designated check points based on access that only the group maintains to available data from the study.
Suspension or termination of development during any phase of clinical trials can occur if it is determined that the participants
or patients are being exposed to an unacceptable health risk. Other reasons for suspension or termination may be made by us
based on evolving business objectives and/or competitive climate.
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Information about certain clinical trials must be submitted within specific timeframes to the National Institutes of Health,
or NIH, for public dissemination on its ClinicalTrials.gov website.

Expanded Access to an Investigational Drug for Treatment Use

Expanded access, sometimes called “compassionate use,” is the use of investigational new drug products outside of
clinical trials to treat patients with serious or immediately life-threatening diseases or conditions when there are no comparable
or satisfactory alternative treatment options. The rules and regulations related to expanded access are intended to improve
access to investigational drugs for patients who may benefit from investigational therapies. FDA regulations allow access to
investigational drugs under an IND by the company or the treating physician for treatment purposes on a case-by-case basis for:
individual patients (single-patient IND applications for treatment in emergency settings and non-emergency settings);
intermediate-size patient populations; and larger populations for use of the drug under a treatment protocol or Treatment IND
Application.

When considering an IND application for expanded access to an investigational product with the purpose of treating a
patient or a group of patients, the sponsor and treating physicians or investigators will determine suitability when all of the
following criteria apply: patient(s) have a serious or immediately life-threatening disease or condition, and there is no
comparable or satisfactory alternative therapy to diagnose, monitor, or treat the disease or condition; the potential patient
benefit justifies the potential risks of the treatment and the potential risks are not unreasonable in the context or condition to be
treated; and the expanded use of the investigational drug for the requested treatment will not interfere with the initiation,
conduct, or completion of clinical investigations that could support marketing approval of the product or otherwise compromise
the potential development of the product.

On December 13, 2016, the 21st Century Cures Act established (and the 2017 Food and Drug Administration
Reauthorization Act later amended) a requirement that sponsors of one or more investigational drugs for the treatment of a
serious disease(s) or condition(s) make publicly available their policy for evaluating and responding to requests for expanded
access for individual patients. Although these requirements were rolled out over time, they have now come into full effect. This
provision requires drug and biologic companies to make publicly available their policies for expanded access for individual
patient access to products intended for serious diseases. Sponsors are required to make such policies publicly available upon the
earlier of initiation of a Phase 2 or Phase 3 study; or 15 days after the drug or biologic receives designation as a breakthrough
therapy, fast track product, or regenerative medicine advanced therapy.

In addition, on May 30, 2018, the Right to Try Act, was signed into law. The law, among other things, provides a federal
framework for certain patients to access certain investigational new drug products that have completed a Phase I clinical trial
and that are undergoing investigation for FDA approval. Under certain circumstances, eligible patients can seek treatment
without enrolling in clinical trials and without obtaining FDA permission under the FDA expanded access program. There is no
obligation for a drug manufacturer to make its drug products available to eligible patients as a result of the Right to Try Act, but
the manufacturer must develop an internal policy and respond to patient requests according to that policy.

Human Clinical Trials in Support of an NDA

Clinical trials involve the administration of the investigational product to human subjects under the supervision of
qualified investigators in accordance with GCP requirements, which include, among other things, the requirement that all
research subjects provide their voluntary informed consent in writing before their participation in any clinical trial. Clinical
trials are conducted under written study protocols detailing, among other things, the inclusion and exclusion criteria, the
objectives of the study, the parameters to be used in monitoring safety and the effectiveness criteria to be evaluated. A protocol
for each clinical trial and any subsequent protocol amendments must be submitted to the FDA as part of the IND.

Human clinical trials are typically conducted in four sequential phases, which may overlap or be combined:

* Phase 1. The drug is initially introduced into a small number of healthy human subjects or, in certain indications
such as cancer, patients with the target disease or condition (e.g., cancer) and tested for safety, dosage tolerance,
absorption, distribution, metabolism, excretion and, if possible, to gain an early indication of its effectiveness and to
determine optimal dosage.

e Phase 2. The drug is administered to a limited patient population to identify possible adverse effects and safety
risks, to preliminarily evaluate the efficacy of the product for specific targeted diseases and to determine dosage
tolerance and optimal dosage, and regimen.

* Phase 3. These clinical trials are commonly referred to as “pivotal” studies, which denotes a study which presents
the data that the FDA or other relevant regulatory agency will use to determine whether or not to approve a drug. The
drug is administered to an expanded patient population, generally at geographically dispersed clinical trial sites, in
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well-controlled clinical trials to generate enough data to statistically evaluate the efficacy and safety of the product
for approval, to establish the overall risk-benefit profile of the product and to provide adequate information for the
labeling of the product.

* Phase 4. Post approval studies may be required after initial marketing approval. These studies are used to gain
additional experience from the treatment of patients in the intended therapeutic indication.

Progress reports detailing the results of the clinical trials must be submitted at least annually to the FDA and more
frequently if serious adverse events occur. In addition, IND safety reports must be submitted to the FDA for any of the
following: serious and unexpected suspected adverse reactions; findings from other studies or animal or in vitro testing that
suggest a significant risk in humans exposed to the drug; and any clinically important increase in the case of a serious suspected
adverse reaction over that listed in the protocol or investigator brochure. The FDA or the sponsor or the data monitoring
committee may suspend or terminate a clinical trial at any time on various grounds, including a finding that the research
subjects are being exposed to an unacceptable health risk. Similarly, an IRB can suspend or terminate approval of a clinical trial
at its institution, or an institution it represents, if the clinical trial is not being conducted in accordance with the IRB’s
requirements or if the drug has been associated with unexpected serious harm to patients. The FDA will typically inspect one or
more clinical sites to assure compliance with GCP and the integrity of the clinical data submitted.

Concurrent with clinical trials, companies often complete additional animal studies and must also develop additional
information about the chemistry and physical characteristics of the drug as well as finalize a process for manufacturing the
product in commercial quantities in accordance with cGMP requirements. The manufacturing process must be capable of
consistently producing quality batches of the drug candidate and, among other things, must develop methods for testing the
identity, strength, quality, purity, and potency of the final drug. Additionally, appropriate packaging must be selected and tested
and stability studies must be conducted to demonstrate that the drug candidate does not undergo unacceptable deterioration
over its shelf life.

Submission of an NDA to the FDA

Assuming successful completion of required clinical testing and other requirements, the results of the preclinical studies
and clinical trials, together with detailed information relating to the product’s chemistry, manufacture, controls and proposed
labeling, among other things, are submitted to the FDA as part of an NDA requesting approval to market the drug product for
one or more indications. Under federal law, the submission of most NDAs is subject to an application user fee, which for
federal fiscal year 2020 is $2.9 million for an application requiring clinical data. The sponsor of an approved NDA is also
subject to an annual program fee, which for fiscal year 2020 is $0.3 million. Certain exceptions and waivers are available for
some of these fees, such as an exception from the application fee for drugs with orphan designation and a waiver for certain
small businesses.

The FDA conducts a preliminary review of an NDA within 60 days of its receipt and strives to inform the sponsor by the
74th day after the FDA’s receipt of the submission to determine whether the application is sufficiently complete to permit
substantive review. The FDA may request additional information rather than accept an NDA for filing. In this event, the
application must be resubmitted with the additional information. The resubmitted application is also subject to review before
the FDA accepts it for filing. Once the submission is accepted for filing, the FDA begins an in-depth substantive review. The
FDA has agreed to certain performance goals in the review process of NDAs. Most such applications are meant to be reviewed
within ten months from the date of filing, and most applications for NMEs for “priority review” products are meant to be
reviewed within six months of filing. The review process may be extended by the FDA for three additional months to consider
new information or clarification provided by the applicant to address an outstanding deficiency identified by the FDA following
the original submission.

Before approving an NDA, the FDA typically will inspect the facility or facilities where the product is or will be
manufactured. These pre-approval inspections may cover all facilities associated with an NDA submission, including drug
component manufacturing, such as active pharmaceutical ingredients), finished drug product manufacturing, and control testing
laboratories. The FDA will not approve an application unless it determines that the manufacturing processes and facilities are in
compliance with cGMP requirements and adequate to assure consistent production of the product within required
specifications. Additionally, before approving an NDA, the FDA will typically inspect one or more clinical sites to assure
compliance with GCP. The FDA must implement a protocol to expedite review of responses to inspection reports
pertaining to certain drug applications, including applications for drugs in a shortage or drugs for which approval is
dependent on remediation of conditions identified in the inspection report.

In addition, as a condition of approval, the FDA may require an applicant to develop a REMS. REMS use risk
minimization strategies beyond the professional labeling to ensure that the benefits of the product outweigh the potential risks.
To determine whether a REMS is needed, the FDA will consider the size of the population likely to use the product, seriousness
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of the disease, expected benefit of the product, expected duration of treatment, seriousness of known or potential adverse
events, and whether the product is a new molecular entity. REMS can include medication guides, physician communication
plans for healthcare professionals, and elements to assure safe use, or ETASU. ETASU may include, but are not limited to,
special training or certification for prescribing or dispensing, dispensing only under certain circumstances, special monitoring,
and the use of patient registries. The FDA may require a REMS before approval or post approval if it becomes aware of a
serious risk associated with use of the product. The requirement for a REMS can materially affect the potential market and
profitability of a product.

The FDA may refer an application for a novel drug to an advisory committee or explain why such referral was not made.
Typically, an advisory committee is a panel of independent experts, including clinicians and other scientific experts, that
reviews, evaluates and provides a recommendation as to whether the application should be approved and under what
conditions. The FDA is not bound by the recommendations of an advisory committee, but it considers such recommendations
carefully when making decisions.

Fast Track, Breakthrough Therapy, and Priority Review

The FDA is authorized to designate certain products with special designations designed to expedite development and/or
review if they are intended to address an unmet medical need in the treatment of a serious or life-threatening disease or
condition. These programs are referred to as fast track designation, breakthrough therapy designation and priority review
designation.

Specifically, the FDA may designate a product for Fast Track review if it is intended, whether alone or in combination
with one or more other products, for the treatment of a serious or life-threatening disease or condition, and it demonstrates the
potential to address unmet medical needs for such a disease or condition. For Fast Track products, sponsors may have greater
interactions with the FDA and the FDA may initiate review of sections of a Fast Track product’s application before the
application is complete. This rolling review may be available if the FDA determines, after preliminary evaluation of clinical
data submitted by the sponsor, that a Fast Track product may be effective. The sponsor must also provide, and the FDA must
approve, a schedule for the submission of the remaining information and the sponsor must pay applicable user fees. However,
the FDA’s time period goal for reviewing a Fast Track application does not begin until the last section of the application is
submitted. In addition, the Fast Track designation may be withdrawn by the FDA if the FDA believes that the designation is no
longer supported by data emerging in the clinical trial process.

Second, a product may be designated as a Breakthrough Therapy if it is intended, either alone or in combination with one
or more other products, to treat a serious or life-threatening disease or condition and preliminary clinical evidence indicates that
the product may demonstrate substantial improvement over existing therapies on one or more clinically significant endpoints,
such as substantial treatment effects observed early in clinical development. The FDA may take certain actions with respect to
Breakthrough Therapies, including holding meetings with the sponsor throughout the development process; providing timely
advice to the product sponsor regarding development and approval; involving more senior staff in the review process; assigning
a cross-disciplinary project lead for the review team; and taking other steps to design the clinical trials in an efficient manner.

Lastly, the FDA may designate a product for priority review if it is a product that treats a serious condition and, if
approved, would provide a significant improvement in safety or effectiveness. The FDA determines, on a case- by-case basis,
whether the proposed product represents a significant improvement when compared with other available therapies. Significant
improvement may be illustrated by evidence of increased effectiveness in the treatment of a condition, elimination or
substantial reduction of a treatment-limiting product reaction, documented enhancement of patient compliance that may lead to
improvement in serious outcomes, and evidence of safety and effectiveness in a new subpopulation. A priority designation is
intended to direct overall attention and resources to the evaluation of such applications, and to shorten the FDA’s goal for
taking action on a marketing application from ten months to six months.

Accelerated Approval Pathway

The FDA may grant accelerated approval to a product for a serious or life-threatening condition that provides meaningful
therapeutic advantage to patients over existing treatments based upon a determination that the product has an effect on a
surrogate endpoint that is reasonably likely to predict clinical benefit. The FDA may also grant accelerated approval for such a
condition when the product has an effect on an intermediate clinical endpoint that can be measured earlier than an effect on
irreversible morbidity or mortality, or IMM, and that is reasonably likely to predict an effect on IMM or other clinical benefit,
taking into account the severity, rarity, or prevalence of the condition and the availability or lack of alternative treatments.
Products granted accelerated approval must meet the same statutory standards for safety and effectiveness as those granted
traditional approval.

For the purposes of accelerated approval, a surrogate endpoint is a marker, such as a laboratory measurement,
radiographic image, physical sign, or other measure that is thought to predict clinical benefit, but is not itself a measure of
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clinical benefit. Surrogate endpoints can often be measured more easily or more rapidly than clinical endpoints. An
intermediate clinical endpoint is a measurement of a therapeutic effect that is considered reasonably likely to predict the clinical
benefit of a product, such as an effect on IMM. The FDA has limited experience with accelerated approvals based on
intermediate clinical endpoints, but has indicated that such endpoints generally may support accelerated approval where the
therapeutic effect measured by the endpoint is not itself a clinical benefit and basis for traditional approval, if there is a basis
for concluding that the therapeutic effect is reasonably likely to predict the ultimate clinical benefit of a product.

The accelerated approval pathway is most often used in settings in which the course of a disease is long and an extended
period of time is required to measure the intended clinical benefit of a product, even if the effect on the surrogate or
intermediate clinical endpoint occurs rapidly. Thus, accelerated approval has been used extensively in the development and
approval of products for treatment of a variety of cancers in which the goal of therapy is generally to improve survival or
decrease morbidity and the duration of the typical disease course requires lengthy and sometimes large trials to demonstrate a
clinical or survival benefit.

The accelerated approval pathway is usually contingent on a sponsor’s agreement to conduct, in a diligent manner,
additional post approval confirmatory studies to verify and describe the product’s clinical benefit. As a result, a drug candidate
approved on this basis is subject to rigorous post marketing compliance requirements, including the completion of Phase 4 or
post approval clinical trials to confirm the effect on the clinical endpoint. Failure to conduct required post approval studies, or
confirm a clinical benefit during post marketing studies, would allow the FDA to withdraw the product from the market on an
expedited basis. All promotional materials for drug candidates approved under accelerated regulations are subject to prior
review by the FDA.

The FDA’s Decision on an NDA

On the basis of the FDA’s evaluation of the NDA and accompanying information, including the results of the inspection
of the manufacturing facilities, the FDA may issue an approval letter or a complete response letter. An approval letter
authorizes commercial marketing of the product with specific prescribing information for specific indications. A complete
response letter generally outlines the deficiencies in the 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 to the
FDA’s satisfaction in a resubmission of the NDA, 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. Even with submission of this
additional information, the FDA ultimately may decide that the application does not satisfy the regulatory criteria for approval.

If the FDA approves a product, it may limit the approved indications for use for the product, require that
contraindications, warnings or precautions be included in the product labeling, require that post approval studies, including
Phase 4 clinical trials, be conducted to further assess the drug’s safety after approval, require testing and surveillance programs
to monitor the product after commercialization, or impose other conditions, including distribution restrictions or other risk
management mechanisms, including REMS, which can materially affect the potential market and profitability of the product.
The FDA may prevent or limit further marketing of a product based on the results of post market studies or surveillance
programs. After approval, many types of changes to the approved product, such as adding new indications, manufacturing
changes and additional labeling claims, are subject to further testing requirements and FDA review and approval.

Post Approval Requirements

Drugs manufactured or distributed pursuant to FDA approvals are subject to pervasive and continuing regulation by the
FDA, including, among other things, requirements relating to recordkeeping, periodic reporting, product sampling and
distribution, advertising and promotion and reporting of adverse ex