UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

‘Washington, D.C. 20549

FORM 6-K

REPORT OF FOREIGN ISSUER
PURSUANT TO RULE 13a-16 OR 15d-16
OF THE SECURITIES EXCHANGE ACT OF 1934
For the month of November 2021

(Commission File No. 001-39308)

CALLIDITAS THERAPEUTICS AB

(Translation of registrant’s name into English)

Kungsbron 1, C8
SE-111 22
Stockholm, Sweden
(Address of registrant’s principal executive office)

Indicate by check mark whether the registrant files or will file annual reports under cover of Form 20-F or Form 40-F.
Form 20-F Form 40-F OJ
Indicate by check mark if the registrant is submitting the Form 6-K in paper as permitted by Regulation S-T Rule 101(b)(1): (I

Indicate by check mark if the registrant is submitting the Form 6-K in paper as permitted by Regulation S-T Rule 101(b)(7): O




Enclosed hereto is a copy of an interim report and announcement published by Calliditas Therapeutics AB on November 18, 2021.

The information contained in this Form 6-K, including Exhibit 99.1, is intended to be furnished and shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange
Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities
Act of 1933 or the Exchange Act, except as expressly set forth by specific reference in such filing.

EXHIBIT INDEX
Exhibit Description
99.1 Company,_interim report dated November 18, 2021

99.2 Company_announcement dated November 18, 2021




SIGNATURES
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned, thereunto duly authorized.
CALLIDITAS THERAPEUTICS AB

Date: November 18, 2021 By: /s/ Fredrik Johansson

Fredrik Johansson
Chief Financial Officer




Exhibit 99.1

Q3 2021 calliditas

INTERIM REPORT JANUARY 157 - SEPTEMBER 30™

Partnership with STADA Arzneimittel
to commercialize Nefecon in Europe

January 1 - September 30, 2021

Investor Presentation November 18, 14:30 CET

Audio cast with teleconference, Q3 2021
Webcast hitps: /tv.streamfabrike ncom/calliditas-therapeutics-q3-2021
Teleconference: SE: +46856642695 | UK: +4433330092464 | Us: 16467224903




N CEO STATEMENT

Deal-making and regulatory review extension

The third guarter is often expected to be
somewhat slower in comparison to the other
quarters due to the summer period, however
that was not the case for us this year.

After the concentrated regulator on work carried
outin Q1 and G2, we successfully completed transactions
which had been intiated earlier in the year. Following on from
the positive top line read out of Part A our Phase 3 study, wie
initiated 2 structured process to sebect aur commercial partner
for Mefecon in Europe, [tis ahways interesting to go through

a diligence process as it tends to highlight the key aspects of

positioning

the product, its opportunities and differentiated

Calliditas Therapeutics | Interim B MasIry - Septem

i also an excellent lear ning process for the organization as it

often reg s cross department interacton and ¢ borati

M.
n this case, the result of the process was a partnershig with
Stada Arzneimittel, which has proven to be an excellent match
and has seen the two organizations collaberating very well. We

ook forward to continuing bo build on this partnership as we

promress through the EMA review process.

Wi also toak the opportunity to investigate and review some
alternative capital sources bo complement the predominant
iscussions and

source of eguity capital, After some broa

interactions, we decided to run a competitive process which
resulted in several attractive aptions, after which we ultimately
selected to go forward with a $75m credit ine from Kreos.
ther key relationship for us as we
proceed towands commert ation im the US, Having 2 more
civersified capital structure, which provides some flexibility as
the company grows into the commercial phase, is attractve and
iately balance capital need with dilution

st of capital and transactability across the

This partnership is

allo

gepent
Vanous markets.

n the third guarter, the LS. Food and Dnug Administration
(FDA) requested further analysis of data from the Neflgfnd
clinical trial in connection with our ND# submitted for approval
under the FDA's Accelerated Appraval Progran. The FDA dagsi
fied the i nalyses e as a major amendment to
the MDA and extended the PDUFA goal date by three months
from September 15, 2021 to December 15, 2021, This was
obwicusly disappointing: however, this i the first time that this
CiviSion is reviewing mission related to an acoelerated
approval based on proteinuia as 2 surrogate marker, requiring

0

an in-depth review process. We remain confident that we
nd look forward 1o

have presented a compelling data package

continuing eur regulatory interactions with the goal of making
FDA

an approved Wieatment available for patients in need. The
review of an MDW s 2 complex and dynamic process, partic
surrogate endpaint for
and while we cannot spec » as to the ultimate
positive that the F0OA

ularly where the agency is reviewing

the first time,

e of the review, we believe il
ssion, The third guarter
also saw the Eurcpean Medicines Agency (EMA} deciding 1o
revert to standard review tmelines for our submission, which
we eshimate will result in the issuance of an apinion in 1,

inues to ackively review our subm

2022, We look forward to our interactions with the agency,

These are the realities of being a pioneer, which we have
consistently been in this indicabion since we initiabed the very
first Phase 2b program in 2002, We are therefore eager to

receive feedback from the agency or they have had a chance

to review the analyses and data requestec. 'gA neghropathy is

for which there
ts and physicians have
rifically addresses this disease,
and we hope that the FDAwill conclude that the dinical results
fram aur twa lange climical studies, which both achieved their
primary and secondary endpoints, fulfil the criteria for acoeler
ated approval for this at-risk patient population.

(=R ]

reial launch in the US, Qur f
et = with nephrologists across
the country and we are proce g with market a
conversations as well as other pre-commercial activities. We
are excited about our strong US capabilities reflected by the

W rem

in ready for o
I directors are in dizlogu

i

highly experienced and well-prepared team in place,
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The art of the deal

Transactions are ahways complex, multifaceted and fascinating.
Doing a deal is most often the result of a leng process that
invobves several stages, incleding exploring, assessing, analyzing,
negotiating, compremising and, if you are luecky, closing. All
transactions require a vast number of individual items to align,
not onty financially and strategically but also operationally and
culturalty. Hence, only a minority of contemnplated transactions
actually end up being successfully eoncluded. Mere aften than
not they fall by the wayside due to diligence concerns, culbural
differences, or an inability to see eye to eye with regards
tovaluation.

Deing a deal is, in a way, a journey, one that leads to discoveries
net only about yourself but also the true seif of your potential
partner. During this intricate dance, several facets of your dance
partner are revealed and at every tum require you to decide
whether to continue, make a turn, or sit the next one out.

Transactions are however also prone ta drawing criticism from
Dystanders, irmespective of whether they have any ceal expe-
rience ar insight into the situation. It is reminiscent of Goldi-
focks = it's too small, too expensive, too earty, too cheap. Deals
therefore can generate fanciful speculation and comparisons,
often tovery different situations and circumstances. This is wity
it is critical for companies to adhere 1o a clear strategy which

is built on the actual capabilities, strengths, opportunities and
strategic objectives which exist in the business. This madmizes
the probability of generating shareholder value and ensures that
the focus remains on what is actually impartant.
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Heawewver, transactions are the very life blood of the life science
industry, so everyene has to engage in them regardless of whether
they like it or not. Capital rising, in-licensing, out-licensing and
partnering are part and parcel of amy and all life science compa-
nies, Itis therefore important that we strive to plan and execute
these in the best possible way, taking into consideration existing.
canstraints as well as the macro emironment,

During the pandemic of 2020 and 2021 to date, transactions
have generated very different statistics dependent on the
category. According to EY's 23rd edition of its Global Capital
Confidence Barometer, 8%% of life sciences executives saw a
drop in prafits in 2020, with 2/3rds saying that they cancelled
or failed to complete a planned acquisition, On the opposite
end of the spectrum, Phammaceutical Executive reparts that the
surge in pharma sector initial public offerings reached a record
during 2020, with around $50 billion being injected between
1POs and follow-ons, double that of the prior year, The biatech
indes was up 40% in 2020, driven to a large extent by the price
increases of the 2020 IPO class.

By mid- 2021 howewer, the group was the warst performing
sector to date, reminding us &l to remain aware of the inherent
volatility of this sector, In terms of MEA, volumes were back

up the first half of 2021 campared to the same periad the

priar year, This market activity is expected to grow throughout
3 and (4 of 2021 as life sciences companies continue to
evaluate their business plans in response to the onpaing markst
shifts triggered by the pandemic, which include digitization

and telemedicine, potential price pressures driven by increased
regulation and the rise of new market players with innova-

tive technologies that have the potential to dislocate existing
reatment paradigms. In addition, the recent capital raising
boom has armed companies with strong balance sheets, with
the top 12 biopharma companies having over $170 billion of
dry powder, Howewver, overall investor focus right now seems to
be an value plays, which are expected to recover as travel and
related activities pick up again. This will prabably cantinue for
the rest of 2021 and the first part of 2022, assuming that there
is continued recovery from the pandemic.

However, as we all knew, at some point value stocks ane likely
to become rerated and investors will rotate back into growth.
This ratation is as okd a5 the market itself, All we can do is to
seek to have well-developed and strategically consistent plans
for avariety of scenarios and to be ready to put them into
action when there is a window and opportunity to da so.

Renée Aguiar-Lucander, CEO
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Nefecon - An Overview

Calliditas is a clinical-stage biopharmaceutical company focused on
identifying, developing, and commercializing novel treatments in
orphan indications, with an initial focus on renal and hepatic
diseases with significant unmet medical needs.

Calliditas' lead preduct candidate, MNefecen, is a downregulater of lgAl for the treatment of the
autoimmune renal disease lgA nephrapathy (IzAN). [ZAM is a progressive, chronic disease, for
which there is a high unmet medical need and no approved treatments. Over time, it results in
deterioration of kidney function in patients, many of whom end up at risk of developing end-stage
renal disease (ESRD) with the need for dialysis or kidney transplant.

Mefecon targets the ileum, the distal region of the small intesting, which is the presumed origin
of the pathogenesis of [BAM, The leum is the location of the highest concentration of the Peyer's
patches, which are responsible for the preduction of the secretory immunoglobulin A (g4} anti-
bodies that are found in elevated levels in patients with |gaM.

Mefecon is designed to release a high dose of a locally acting immunosuppressive agentin the
e to reduce the formation of, and/ar the leakiness of, secretory galactose-deficient igd anti-
bodies into the blood. Nefecon's active ingredient, budesonide, has demonstrated efficacy and
safety in ather indications. After the active ingredient has been released and had its effect in the
intestinal mucosa, it enters the liver, where 9% is cleared in first pass metabaolism, esulting in

the inactivation of a majerity of the active ingredient before the substance reaches the systemic
circulation. This high metabolism limits systemic immunosuppressive activity and thereby limits anmy
concerning side effects related to systemic immunasuppression.

Calliditas has been granted orphan drug designation for the treatment of IgAN in the United

States and the European Linkan, We retain worldwide rights to Nefecon other than in Europe,
Greater China, and Singapore, and = subject to approval by the FDA = we intend to commercialize

Calliditas Therapeutics | Interim Report - Q3 January - September 2021

Mefecan for |gAN on our own in the United States. In July 2021, Calliditas partnered with STADA
Arzneimittel AG to register and commencialize Nefecon in the European Economic Area (EEA)
member states, Switzerland and the UK. The deal is valued at a total of 97.5 million EUR ($115m)
in intial upfront and petential milestone payments, plus tiered royalties on net sales expressed

as a percentage bebween the low twenties and the low thirties. Calliditas has also gut-licensed
the development and commercialization of MNefecon in Greater China and Singapore to Everest
Medicines.
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The NeflgArd Study

NeflghArd is a double-blind, placebo-controlled, two-part Phase 3
clinical trial designed to evaluate the same endpoint used in our
previously completed Phase 2b NEFIGAN clinical trial.

‘We randomized our first patient in Meflgard in November 2018, The first part of Neflgfrd, which
wee refer to as Part A, is a pivotal efficacy and safety trial. The primary endpoint of Part A is the
reduction in prateinuria in the frst 200 randamized and dosed patients, and a key sscandary
endpaint is the difference in kidney function between treated and placebo patients as measured
by eGFR. In November 2020, we reported pasitive tap-line data from Part A of the trial. On the
Dbasis of these results, we filed for regulatory approval with the FDWA and the EMA in early 2021,
Treatment with hMefecon was associated with a statistically significant and clinically relevant
reduction of proteinuria and stabilization of kidney function. The primary endpoint analysis showed
2 31% mean reduction in the 14 mg arm versus baseling, with placebo showing a 5% mean reduc-
tion versus baseline, resulting in a 27% mean reduction at nine months of the 146 me arm versus
placebo {p=0u0005), The key secondary endpoint, €GFR, showed a treatment benefit of 7% versus
placeba at nine meonths, reflecting stabilization in the treatment arm and a 7% decline of eGFR

in the placebo arm {p=0.0029), This reflected an absolute decling of 4.04 mi/min/1.73m? in the
placebo group over ? months compared to a Q.17 ml/min/1.73m? decling in the treatment arm,

Prirnary endpoint: Reduction in proteinura Secandary endpoint: Stabilization of eGFR
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In addition, the trial showed that Nefecon was penerally well-tolerated and in keeping with the
Phase 2b safety profile. On the basis of the positive results from Part A of Nefigard, Calliditas
submitted a New Drug Application (NDW) en March 15, 2021 to the United States Food and Crug
Administration (FDA). We sought accelerated approval under Subpart H for the S0S{0)2) appli-
cation, and also applied for priarity review, While the FDA accepted the submission and granted
Prigrity Review for Nefecon in April 2021, setting a Prescription Drug User Fee Act (FDUFA) goal
date of September 15, on September 14th the FOA extended the PDUFA geal date to December
15, 2021, Inits review of the NDA_ the FDA had requested further anatyses of the Neflghrd

trial data, which Calliditas provided, after which the Agency classified these analyses as a major
amendment to the NDA This amendment mainly provided additional eGFR and other related
analyses as further support of the proteinuria data included in the MDA submission, and did not
necessitate any new data to be submitted. Calliditas submitted a Marketing Authorisation Applica-
tion {MAA) for conditional approval to the European Medicine Agency's (EMA) in May, 2021, after
having been granted Accelerated Assessment procedure in April 2021, In September, the EMA's
Committee for Human Medicinal Products (CHMP) decided to continue the assessment of the
MAA for Nefecon under standard procedure assessment timedines, If approved, Nefecon could be
available to patients in Europe in mid 2022,

The second part of the MefigArd study, which we refer to as Part B, is a post-approval confirmatory
trial designed to provide evidence of leng-term renal benefit. In January 2021, we completed the
enralment of all 340 patients in MNeflgArd, which includes the 200 patients previously enrolled in
Part A. Part B will assess the difference in kidney functicn bebween treated and placebo patients,
a5 measured by eGFR, over a two-year period, Each patient will be dosed for 9 months and then
monitored off-drug for the remainder of the trial period, generating an aggregate of 15 months
af follow-up data, We intend to repart data from Part B in earty 2023, subject to any impact from
the COVID-1% pandemic to our business, We beliewe that the key secondary endpaint in Part A,
a measure of eGFR over a nine-manth peried, is informative of the primary endpaoint of Part B. If
appraved by the FOA, we intend to market and commercialize Nefecon oursehes in the United
States as a treatment specifically designed, through local delivery to the presumed origin of the
disease, to have a disease-modifying effect, thereby preserving kidney function and delaying or
aveiding progression to ESRD.
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IgA Nephropathy

An orphan disease with great unmet medical need.

IgAN, sometimes referred to as Berger's disease, is a serious
progressive autoimmune disease of the kidney, in which up to
50% of patients end up at risk of developing ESRD within ten
to twenty years.

The standard af care for ESRD is dialysis or kidney transplant, which represents a significant health
ecanamic burden as well a5 a material impact on patients’ quality of life. Although lgAN mari-
fests in the kidney, mast scientific studies have found that the pathaogenesis of IgAN begins in

the fleum, where masses of lymphatic tissue, known as Peyer's patches, are predeminantly found,
Peyer's patches produce secretory |gd antibadies, which play a key role in the immune system by
protecting the bedy from foreign substances such as food-derived factors, bacteria and wviruses.
Patients with IgAN have elevated levels of 2 subclass of IgA antibodies produced in the gut that
lack units of galactose, a type of sugar, at their hinge region. The hinge region is a flexible aming
acid stretch in the central part of the heavy chains of the Iga antibody.

In IgAN patiznts, a combination of genetic predisposition and emviranmental, bacterial or digtary
factors are presumed to lead to an increased production of these galactose-deficient IgA anti-
bodies which, patentially in combination with increased intestinal permeability, leads to these
antibedies appearing in the bleod. The galactose-deficient Igd antibodies are immunogenic when
found in the circulation and trigger autcantibodies, which are antibodies created by the bady

in response to a constituent of its awn tissue. This in turn leads to the formation of pathogenic
immung complexes, or clusters of antibodies, which depesit in the membranes of the glomernuli, the
kidrey's filtration apparatus. These trapped immune complexes initiate an inflammatory cascade
that damages the membranes, resulting in pratein and blood leaking inta the urine. Ultimatehy the
glomeruli are destrayed, reducing the kidney's ability to remaove waste products from the blood.
As the disease progresses, waste products that are normally removed frem the blood accumnulate,
resulting in potentially life-threatening complications that in many patients will lead to the need for
diatysis ar kidney transplant.
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Despite a need for new therapies, there have been faw new drugs developed for chronic kidney
diseases during the last decade and there is currently no approved therapy for [gAN. Initiathy,
patients with IgAN are typically ghven antihypertensive medications, as recommended by the
nan-profit organization Kidney Disease: Imprewving Global Outceme (KDHSO). This treatment
regimen attempts to manage the symptoms of igAN by decreasing blood pressure and reducing
proteinuria but does nat address the undertying cause of IgAN. Ower time, as a significant propar-
ticn of patients experience continued deterioration of kidney function and with no approved treat-
ment options currently available, physicians attempt to contral disease progression with a variety
of aff-label treatments. Far [gAN patients whose disease has progressed, clinicians may treat
patients with systemic immunosuppressive agents, primarily consisting of high doses of systemic
corticosteroids, such as prednisone, prednisclone and methylprednisolone. While some published
reports indicate that these agents may reduce proteinuria, this high dosing of systemic corticoste-
roids is also asscciated with a wide range of adverse events, including high bleod pressure, weight
Eain, diabetes, serious infections and osteoporosis. Also, recent clinical studies indicate that this
freatment may not be associated with any benefit with regards to the undertying kidney funcbion,

IgAN is an arphan disease that we estimate affects approximately 130000 to 150,000 people in
the Linited States and appraximately 200,000 people in Eurape. A significantty higher prevalence
has been absenved in Asia, including Greater China, where [gAN has historically been a leading
cause of ESRD. We estimate that IgAN affects approsimately two million pecple in Greater China.
Calliditas estimates the U.S. target market oppartunity for Nefecon to be approximately $4.5 billion
to $5.0 billion annually, based on our estimate af the prevalence of the disease in the United
States and primary market research conducted by IQVIA that Calliditas commissioned to assess
preliminary reimbursement levels perceived acceptable by U.5.-based payars.
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Pipeline: NOX Inhibitor Platform

Calliditas’ pipeline contains development programs based on a first-
in-class, novel NOX inhibitor platform that includes lead

compound setanaxib, the first NOX inhibitor to reach the clinical
trial stage. Calliditas is presently launching trials with setanaxib in
Primary Biliary Cholangitis {(PBC) and Squamous Cell Carcinoma of
the Head & Neck (SCCHN).

NOX Enzymes and Reactive Oxygen Specles

N enzyme inhibitors are a class of promising novel experimental drugs in redox pharmacology.
Ins July 2019, the WHO approved a new stem, "naxib,” which recagnizes NOX inhibitors as a new
therapeutic class, Several other molecules are currently in use as experimental NOX inhibitors,
maost frequently diphenylene iedenium (DPI) and apocynin, but these malecules are not specific
to MO enzymes and have several off-target effects. Setanaxib is currentty the onby NOX inhibitor
that specifically and exclusively acts on NOX enzymes, with no off-target effects.

While several human enzymes are capable of producing reactive axygen species (ROS), the

anly known enzymes that are salely dedicated to producing ROS as their primary function ane
nicotinamide adenine dinuclecbide phosphate (MADPH) oxidases, otherwise known as MOX
enzymes. At appropriate concentrations, ROS have essential functions in cellular signalling
processes, helping to regulate cell proliferation, differentiation and migration, as well as
madulating the innate immune response, inflammation and fibrosis, However, the disruption of
the redax hameastasis has been implicated in multiple disease pathways. Owidative stress, which
causes an excess of ROS, is a likely comman undertying mechanism for cardiovascular diseases,
neurcdegenerative disorders, and cancer disease pathways.

MNADPH oxidases are transmembrane enzyrmes that transfer electrons from NADPH in the
cytoplasm acrass the cell membrane, which results in the farmation of ROS. There are seven NOX
members, each differing in compesition and medes of activation. NOX1, NOX2, NOX3, and NOXKS
transfer electrons from NADPH to molecular cxygen, producing superexide anion {02--). NOX4,
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DU and DUOX2, meanwhile, mainly praduce Mydrogen peradde (H202). Setanadb is designed
to inhibit NCX1 and NOK4, enzymes which are implicated in inflammaticn and fibrosis pathways.

Setanaxlb in Primary Billary Cholangitis

PBC is a progressive and chronic autoimmune disease of the liver that causes a cycle of immune
injury to biliary epithelial cells, resulting in cholestasis and fibrosis. The crigin of this autoimmune
response is believed to be the production of cytoboxc T-cells and B-cell derived autoantibodies
directed towards the epithelial cells of the small bile ducts in the liver, resulting in inflammation and
damage to the duct cells and eventually in the destruction of the bile ducts. This destruction results
in the accumulation of incraased bile acid in the liver, a condition known as cholestasis, to levels that
are toxic to the liver cells, which in turn results in the destruction of liver cells and fibrosis. PBC can
eventually lead to liver failure, necessitating the need for a liver transplant. It is an orphan disease
and, based on its known prevalence rates, we estimate that there are approsdimately 140,000
patients in the LIS, where the annual incidence manges from 0.3 to 5.8 cases per 100,000,

Earty symptoms of PBC include fatigue, itchy skin, dry eyes and mouth dryness., As the disease
progresses, symptoms range from pain in the upper right abdomen and musculoskeletal pain to
oedema, jaundice, osteoporosis, elevated cholesteral and ypothyroidism. If untreated, active liver
tissue is destroyed and replaced by fibrous tissue, leading to liver falfure and the need far a liver
wansplant. Individuals with PBC are also at a greater risk than the general population of developing
hepatocellular carcinoma,

Ursodeaxycholic acid, a generic drug also known as ursediol or UDCA, and cbeticholic acid, known
as Ocaliva, are the only FDWA-approved treatments for PBC. Both of these agents are bile acid
anabogues whose mechanisms of action aim to protect the liver from damage caused by accu-
mulation of endogenous bile acids and inhibition of bile acid synthesis. These drugs are primarily
anticholestatic, and neither specifically addresses the autoimmune response that is believed to
drive PBC, the inflammatory consequences of the autsimmune response or the increased bile acid
levels associated with this indication. Appraximately one-third of PEC patients do nat respand
sufficiently to UDCA and are at risk of disease progression. Octaliva may, 10 some extent, address
this insuficiency, but has side effect issues related to pruritus (itching) and has net been proven in
clinical testing to delay or aweid the need for lver transplant.
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Pipeline: A NOX Inhibitor Platform

Promising Phase 2 Data in PBC

Setanaxib has previcushy been investigated in a 24 week Phase 2 frial with 111 adult patients and
has received orphan drug designation for the treatment of PEC in the Linited States and Eurcpe.
‘While the Phase 2 trial did not met the primary endpeint of change in gamma-glutamyl transferase
(GGT) at wesk 24, the study met key secondary endpeints related to change in alkaline phosphatase
{ALP), an accepted endpoint for PBC, a5 well as liver stiffness and impartant guality of life metrics,

In patients with an estimated liver fibrosis stage of F3 er higher, treatment with setanasb resulted
in a 22% reduction of liver stiffness (a reduction by 2.7 kPA), compared to 4% increase (a mean
absolute increase of 0.4 kPa) for the placebo arm. Setanaxib also achieved a reduction of 12%
inALP. In the higher dose and higher liver stiffness subcategory of patients, the ALP reduction
was 24%. Furthermare, there was a statistically significant impact on fatigue, a very commen and
bothersame symptom of PEC which is not currently addressed by existing therapies, as well as
demaonstrated positive effects on emaotional and social aspects.
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Setanaxib has alse demansirated a favourable safety profile in 2 Phase 1 clinical study with high-
dose setanaxib in healthy subjects, which evaluated the safety and pharmacckinetics of the drug at
deses up to 1,500 mpdday.
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Phase 2b/3 TRANSFORM Trial
Calliditas will conduct a pivetal 52-week, randemized, placebe -contrelled, double-blind, trial with
an adaptive phase 2b/3 design.

Setanaxib will be administered at doses of 1200mey/day and 1600me/day as an add-on therapy to
approximately 318 adult PBC patients at up to 150 investigational centres. The primany endpaint
will be ALP reduction, and key secendarny endpaints include change in liver stiffness, and effect
an puritus and fatigue. A futility analysis will be canducted once the $9th randomized patient has
completed the Week 24 visit, which is expected in H2 2023, and the trial is expected to read out
final data in late 2024 ar early 2025, In August 2021, Calliditas received FDA Fast Track Designa-
tion for setanaxib in PBC.
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Pipeline: A NOX Inhibitor Platform

Setanaxib In Scquamous Cell Carcinoma of the Head & Meck

Calliditas also intends te explore setanaxib in head and neck cancer. Immuno-cncclogy therapies
are net very effective in highty fibrotic tumeurs, which introduces the potential for anti-fibrotic
agents to be used to improve treatment. A relationship between cancer associated fibroblasts
{CAFs) and prognesis in Squamous Cell Carcinoma of the Head & Meck (SCCHM) has been
established,

M4 is highly over-expressed in CAFs and drives myofibrablastic activatian, where CAFs are
enslaved by tumaurs and shield them from CDE+ (oytotexic) T-cells. Targeting CAFs with setanaxib
could improve patients’ respanses to immunotherapies, and function as an adjunct therapy. There
is increasing use of pembrolizumab as 1st line monotherapy in patients with relapsed or metastatic
SCCHM, although response rates are low (ORR appras. 20%).

Lksing a CAF-rich tumour mods! in mice, administration of setanaxb + pembrodizumabs (versus
either treatment alone) resulted in:

* Impraoved penetration of TiLs into the centre of the tumour

+ Slowing of tumour growth and improved survival
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Proof-of-concept study in head and neck cancer
Calliditas is planning a Phase 2 procf-of -concept study in patients with head and neck cancer, which
will imestigate administration of setanaxib in conjunction with immunctherapy targeting CAFs.

BT T
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CAF = Conatir Asisnintes Fibooodil
1= bavenaoaly
PO = Per b [oeally)

The study will likely invalve around &0 patients and the target is to start enrollement in Q1 2022,
with an interim readaut in late 2022 and final data read aut expected in H2 2023,
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Our Pipeline

Clinical Indication /
Candidate | Trial

Nefecon | IgAN

Open Label
Extension®

Depicts ongoing/planned ciical trial stage: [

* Clinical study primarily supporting healtheconomic and J/ or treatment refated considerations,
Setanaxib is also being evaluated in imeestigator led studies in IPF and DKD.
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Significant events, January 1 - September 30, 2021

= In January 2021, Calliditas announced the clinical development plan for setanaxdb and addi-
ticnal data from Part A of MNeflgArd study at the R&D Day. Calliditas is planning to initiate a
pivotal Phase 2/3 study in PBC, starting in 2H 2021, In addition, Calliditas plans to initiate
a Phase 2 procf-of-concept study in head and neck cancer this year which will study admin-
istration of setanaxib in conjunction with immunotherapy targseting CAFs (cancer associated
fibroblasts). Calliditas also provided selected data from the recently concluded Part A of the
Phase 3 study Meflgird, The data presented included overall baseline characteristics, rate of
discontinuation of study treatment (2 .5%) and rate of discontinuation fram the study {3.5%). It
was also confirmed that na adverse clinical effects were seen with regards toweight gain, blood
pressure ar HbAle, reflecting a safety profie in keeping with the Phase 2b trial,

In March 2021, Calliditas announced the submission of a New Drug Application (NDA) to the
LS. Feod and Drug Administration (FDA]) far Nefecan in patients with primary lg4 Nephrop-
athy. Calliditas is seeking accelerated approval under Subpart H for the S05(b}2) application.

In April 2021, Calliditas announced that its lead product candidate Mefecon, was granted accel-
erated assessment procedure by the European Medicine Agency's (EMA) Committee for Human
Medicinal Products (CHMP).

I April 2021, Calliditas announced that the FOA accepted the submission and granted Priority
Review for the MDA for Nefecan.

In May 2021, Calliditas announced that the company submitted a Marketing Authorisation
Apglication (MAA) to the EMA for Nefecon, a novel oral fermulation targeting down regulation
of lgAl for the treatment of primary lgA Nephrapathy.
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Int July 2021, Calliditas signed a loan agreement of up to the EUR equivalent of $75 millian with
Kreos Capital, The loan facility is divided into three tranches of $25 million each. Drawdown of
the first $25 millicn tranche can be made untd 31 December 2021 and will be available after
the satisfaction of customary clesing conditions. Drawdewn of the second tranche of $25
millian can be made until 30 June 2022 and will be available subject to accelerated approval of
Nefecon by the LS Food and Drug Administration (FDW), Drawdown of the third and final $25
million franche can be made until 21 December 2022 and will be available subject to certain
revenue milestones and coverage metrics.

In Juby 2021, Calliditas and STADA Arzneimittel AG entered into a license agreement to register
and commercialize Mefecon for the treatment of IgAN in the EEA member states, Switzerland
and the UK valued at a total of EUR $7.5 million ($115m} in initial upfront and potential mile-
stone payments, pius Hered royalties an net sales expressed as a percentage between the lovwr
twenties and the low thirties,

In August 2021, Calliditas received FDA fast track designation for setanaxib in PBC,

In August 2021, Calliditas completed an accelerated book building procedure and resalved on a
directed share issue in the amount of 2.4 million shares, raising proceeds of SEK 324.0 million
befare transaction costs.

In September 2021, Calliditas announced that the FDA extended the PDUFA goal date for its
MNew Drug Application (NDWA) seeking accelerated approval for Nefecon to December 15, 2021,

In September 2021, Calliditas annaunced that the Eurapean Medicine Agency's (EMA] Committes
for Human Medicinal Products (CHMP) decided to continue the assessment of the marketing
authorization application (MAA] for Nefecon under standard procedure assessment timelines.
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Key Figures

Theee Months Ended Septenber 30, Pirse Morths Ended September 30, “Vear Encled Decernber3i,
_— — R e e e
et sales 198,167 198,167 474 874
Research and development expenses (92.098) {64,887 1257,194) {167,379 (241,371)
Research and development éxpenses/Total operating éxpénses in % A5 42% 1% &9 63%
Operating proft foss) 7,856 (104,891) 1302,323) (243.779) (379.720)
Proht loss) before income tax for the period 6480 (137,9432) (294,908) {262.878) (436,151)
Earnings loss) per share before dilution 021 (277 {5.45) {6.0% (9.66)
Cash flow used in cperating activities (33.245) (103,318) (300,334) (189,107 (30%,181)

September30, December 31

[SEK in BTEpt par a 021 2020 2020
Total regstered shares at the end of period 52,340,584 49,941,584 49,94 584
Equity attributable to equity holders of the Parent Company at the end of the
peried 1.261.84% 1,376,788 1210491
Equity ratio at the end of the period in % 1% P 0%
Cash at the end of the period 1163818 1,396,865 994,304

Calliditas Therapeulics | Intérim Report - QX January - September 2021
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January - September 2021

Revenue

Met sales for the three months ended September 30, 2021 amounted to SEK 198.2 million. No
et sales were recognized for the three months ended September 30, 2020. Net sales for the nine
manthe ended September 30, 2021 amountad to SEK 1982 million and SEK 0.5 million for the
nine manths ended September 30, 2020, The net sales for both the three menths period and the
nine months period 2024, eriginates from the 20 MEUR upfront fee from Stada Artzneimittel for
the Nefecen cutlicensing in EUL. For additienal informaticn see Mote 4.

Total Operating Expenses

Total operating expenses amounted to SEK 190.3 millicn and SEK 104.% million for the three
manths ended September 30, 2021 and 2020, respectively. For the nine manths ended
September 30, 2021 and 2020, total operating expenses amounted ta SEK 500.5 million and SEK
244 3 million, respectively.

Research and Development Expenses

Research and development expenses amounted to SEK %2.1 million and SEK 44.¢ millian for the
three months ended September 30, 2021 and 2020, respectively. For the nine months ended
September 30, 2021 and 2020, research and development expenses amounted ko SEK 257.2
million and SEK 1674 million, respectively. The increase of SEK 27.2 million for the thind quarter
is primarity due to increased cost for the preperation of the upcoming setanaxib trials, compared
to the same periad last year. During the third quarter, there has been a cantract adjustment for
the Mefigard trial resulting in a reduced expense for the trial in the quarter. The increase of SEK
9.8 million for the nine months ended September 30, 2021 is, besides the cost for the upcaming
setanaxity trials, primarily due to increased cost of the Neflghrd studies, compared to the same
period last year.

Administrative and Selling Expenses

Administrative and selling expenses amounted to SEK 95.4 million and SEX 41.0 millian far the
three months ended September 30, 2021 and 2020, respectively. For the nine manths ended
September 30, 2021 and 2020, administrative and selling expenses amounted to SEK 238.5
million and SEK 77.8 million, respectively. The increase of SEK 54.3 million for the thind quarter
and SEK 160.7 million for the nine manths ended September 30, 2021 is mainly due to intensified
commercial preparations and medical affairs activities in the US and an increased cost for
administration, compared to the same peried last year.
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Other Operating lncomes/Expenses

Orther cperating income amounted to SEK 2.2 million and SEK 1.0 milion for the three manths ended
Seprember 30, 2021 and 2000, respectively. For the nine manths ended September 30, 2021 and 2020,
ather aparating incame amaunted to SEK 2.5 milion and SEK 1.0 million, respectively. The increase in
operating income was primarily relating to faveurable exchange rates on eperating liabities.

Other cperating expenses ameunted to SEK 5.0 million for the three menths ended September
30, 2021. Other operating expenses amounted to SEK 7.3 million for the nine months ended
September 30, 2021, Mo other operating expenses were recognized for the three months or the
nine manths ended Septerber 30, 2020, The increase in other operating expenses primarily
relates to unfavorable exchange rate development on aperating liabilities and receivables.

Met Financlal Income and Expenses

Net financial income and {expenses) amounted to SEK (1.4) milllon and SEK {33.1) million for the
three months ended September 30, 2021 and 2020, respectively. For the nine months ended
September 30, 2021 and 2020, net financial income and {expenses) amounted to SEK 7.4 millien
and SEK {17.1 million), respectively. The increase of SEK 31.7 million for third guarter and the
increase of 3EK 26,5 million for the nine manths ended September 30, 2021 are primarily derived
by a decrease of unrealized foreign currency transaction losses on cash accounts, compared to the
same periods last year.

Tax

Deferred tax assets of SEK 11.4 million have been recognized in the nine months ended
September 30, 2021 due to future temporany differences that such losses can be used to offset
and are related to Genkyatex. The Group's tax losses accumulated have othenwise not been valued
and not recognized as deferred tax assets, Deferred tax assets will be recopnized for unused tax
losses to the extent that it is probable that taxable profit will be avadlable against which the losses
can be utilized.

Result for The Perlod

For the three months ended September 30, 2021, the Group had a net income of SEK 4.5 millicn
and for the three maonths ended September 30,2020 the Group had a net lass of SEK 1380
millian. Carresponding profit loss) per share before and after dilution amaounted ta SEK 0.21 and
SEK{2.77) for the three menths ended September 30 2021 and 2020, respectively. For the nine
months ended September 30, 2021 and 2020 the Group had a net loss of SEK 283.5 milion

and SEK 243.1 million, respectively and the corresponding profit/{loss) per share before dilution
amounted to SEK {5.45) and SEK (6,09}, respectively.
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January - September 2021

Cash Flow and Cash Position

Cash flow used in aperating activities amounted to SEK 33.2 milion and SEK 103.3 millian for
the three menths ended Septernber 30, 2021 and 2020, respectively. For the nine manths ended
September 30, 2021 and 2020, cash flow used in operating acthities amounted to SEK 3003
million and SEK 18%.1 million, respectively. The cash flew used in operating activities during these
pericds is according to plan and is explained by the Group's increased clinical activities as well as
wark within the Group's administrative and commercial functions.

Cash flow used in investing activities amounted to SEK 0.2 million for the three months ended
Zeptember 30, 2021, For the ning months ended September 20, 2021, cash flow used in investing
activities ameounted to SEK 19.0 milien. The cash flaw used in investing activities ameounted for
the nine manths pericd ending September 30, 20221, are mainty derived from a EUR 1.5 millian
milestone payment for the Budenafalk license. The Group had non-material cash flows used in
investing activities for both the three months and the nine months ended September 30, 2020,

Cash flew from financing activities amounted to SEK 486.8 millicn and SEK 70.2 millon for the
three months ended September 30, 2021 and 2020, respectively, For the nine manths ended
September 30, 2021 and 2020, cash flow from financing ackivities amounted to SEK 476.% million
and SEK 847.9 million, respectively. The cash from financing activities for both the three months
and the nine manths ending September 30, 2021 are primarity related to the new share issue in
August of net SEK 304.0 million and the September draw down of the first tranche of the Kreos
lgan faciity of net SEK 19%.5 million,

Met increaseddecrease) in cash amounted to SEX 453.3 million and SEK (23.1 million] for the
three months ended September 30, 2021 and 2020, respectively. For the nine manths ended
September 30, 2021 and 2020, net increase fdecreass) in cash amounted to SEK 157.1 million
and SEE 558.8 millien, respectively. Cash amounted to SEK 1,1463.8 million and SEK 1,396.9
millian as of September 30, 2021 and 2020, respectively.

Changes In Shareholders’ Equity and Number of Shares

Enquity attributable to equity helders of the Parent Corrpary amounted to SEK 1.241.8 million
and SEK 1,374.8 million as of September 30, 2021 and 2020, respectively. The number of shares
amaunted to 52,341,584 and 49,941,584 as of September 30, 2021 and 2020, respectively. The
increase in number of shares bebween the perieds is due to a new share issue in August 2021 of
2.4 million shares.

14 Calliditas Therapéulics | Intérim Report - Q% January - September 2021

Employees

The number of employees were 45 and 23 employees as of September 30, 2021 and 2020,
respectively. The total number of full-time equivatent (FTE), including eansultants, were 81 and 34
peaple as of September 30, 2021 and 2020, respectively. The average number of employess was
62 and 24 employees for the three months ended September 30, 2021 and 2020, respectively,
and 51 and 20 for the nine months ended September 30, 2021 and 2020, respectively.

Incentive Programs

For the three months ended September 30, 2021, an allocation of 340,000 emplayee stock
eptions has been made for the ESOP 2021 pregram. For mere information en incentive programs,
ses Mete 10

Parent Company

Since the operations for the Parent Company are consistent with those of the Grouwp in all material
respects, the comments for the Group are also relevant for the Parent Company.

Stackhaolm, Movember 18, 2021

Renge Aguiar-Lucander
CEC
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Review report

Calliditas Therapeutics AB, corporate identity number 556659-9766

Intreduction

‘We hawe reviewed the condensed interim repert for Calliditas Therapeutics AB as at September
30, 2021 and for the nine menths peried then ended. The Board of Cirectors and the Managing
Director are responsible for the preparation and presentation of this interim repert in accordance
with 1AS 34 and the Swedish Annual Accounts Act. Our responsibility is o express a conclusion on
this interim repart based on our review.,

Scope of review

e conducted aur review in accordance with the International Standard on Review Engagements,
ISRE 2410 Review of Interim Financial Statements Performed by the Independent Auditor af the
Entity. A review consists of making inquiries, primarity of persons respensible for financial and
accounting matters, and applying analytical and other review procedures. A review is substantially
fess in scope than an audit conducted in accerdance with International Standards an Auditing and
ather generally accepted auditing standards in Sweden. The procedures performed in a review
do net enable us to cbiain assurance that we would become aware of all significant matters that
might be identified in an audit. Accordingly, we do not express an audit opinion,

15 Calliditas Therapéulics | Intérim Report - Q% January - September 2021

Conclusion

Bazed on our review, nathing has come 1o our attention that causes us to believe that the interim
réport is not prepared, in all material respects, in accordance with 1AS 34 and the Swedish Annual
Agoounts Act regarding the Group, and in accordance with the Swedish Annual Accounts Act
regarding the Parent Company.

Stockholm 18 Novenber 2021

Ernst & Young AS

Anna Svanberg
Authorized Public Accountant
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Condensed Consolldated Statements of Income

Thews Maniths Ended Septembsr 30 30,
{SEM inthousands, sxcept per share amount) otes 2021 2020 2021 2020 2020
Met sales 4 198,167 2 198,167 474 874
Research and development expenses (92098) (54,887 (257.194] {167.379) (241,371)
Administrative and selling expenses (95.372) {41,037 (238,522) (77.843) (141,724)
Other operating income 2,153 1083 2536 Fo% 2501
Other operating expenses (4,994} 5 (7,309) : g
Operating profit (loss] 7,856 {104,891) (302,323) 1243.779) (379.720)
Met financial incarme/fexpenses) (1,375) (33,051) 7417 (12,029) (56431)
Profit {loss) before income tax 6,480 (137,942) {294,906) (262,878) (#36,151)
Incomee tax (31) (80 11415 1185) (3600
Profit {loss) for the perlod 6449 {138,022) {283,491) [263,063) (436,511)
Aitributable to
Equity holders of the Parent company 10,835 (138,023 (274,460) (263,063) (433.494)
Man-cantralling interesis (4,385) - (9,031) . (3,017)
6,449 (138,022) (283491) (263.063) (436,511)
Profit (loss) per share before dilution (SEK) 021 (237 {5.45] (6,00 (9.66)
Profit flass) per share after dilution (SEK) 021 (237 {5.45) {6.09) (.66)
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Condensed Consolldated Statements of Comprehensive Income

mmmmn N-nmmmmn. Wﬁlﬂdwﬂ.
(86K in thousmnds] 2021 200 2021 2000 2070
et income (loss) for the pericd 6,449 (138.023) (283.491) {263.063) (436,511)
Other comprehensive income
Other comprehensive incomeloss) that may be reclassified to profit or foss in subse-
quent periods:
Exchange differences on translation of foreign operations 2,546 (22) 5061 (20} (%,352)
Other comprehensive income.f{loss) that may be reclassified to profit or loss in
subsequent periods 2,546 122) 5,061 {20) 19,352)
Orther comprehensive incomes/loss) that will not be reclrssified to profit or foss in
subseguent periods:
Remeasurement gain on defined beneht plans 236 - 1,761 . 1214
Other comprehensive income/f{loss) that will not be reclassified to profit or
loss in subsequent periods: 236 - 1.761 - 1216
Other comprehensive income f{loss) for the period 2,782 122) L3:vir) 120 (8,136)
Total comprehensive income (loss) for the period 9,231 (138,044) (276,669) (263,083) (444,647)
Attributable too
Equity holders ef the Parent company 13,279 (138,044) (268,417 {263.083) (438,343)
Han-contraling interests (4,0:47) = (8.253) = (6,305)
9,231 (138,044) (276,669) 1263,083) (444,648
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Condensed Consolidated Statements of Financial Pesition

Septeaber, 30 Degember 31,
(56K in theusand) Mates 2021 2020 2020
ASSETS
Mon-cumrent assets
Intangibe assets & 484,686 16066 461,387
Equipment 1,190 8% 163
Right-of-use assets 20,086 4,144 5244
Man-current financial assets 3,944 1938 2225
Defered tanassets 2,600 s 500
Total non-current assets 512,505 22410 A6H55%
Current assets
Oither current receivables a 55474 4,106 22,801
Prepald expenses 36,867 16,798 17,746
Cash 1,163,818 1396869 PR6,304
Total current assets 1,25615% 1417773 1,036,851
TOTALASSETS 1,768,664 1,440,183 1,506,450
EQUITY AND LIABILITIES
Equity
Share capital 2094 1,998 1998
Additional paid-in-capital 2,451,979 2126016 2133179
Retained earnings, including net loss for the period (1,162,224) (751,226) 1924,586)
Equity attributable to equity holders of the Parent Company 1,261,849 1,376,768 1,210,491
Mon-contralling interests 28,677 - 45810
Total equity 2.10 1,290,526 1,376,788 1,256,300
Won-current liabilities
Prorigions 10 61461 1931 55361
Pensions Liabilities 5713 - B.296
Deéferred tax labilities T &6%,025 TR8%6
Maon-current interesting-bearing labilities 11 187,427 % =
Other non-current l@bilities 14,441 1084 878
Total non-current liabilities 338,067 2,965 144,531
Currents liabilities
Accounts pavable 74855 19872 53827
Other current liabilities 10,642 3922 10,406
Accrued expenses and deferred revenue 54 574 386,636 41,386
Total current labilities 140,072 60,430 105,619
TOTAL EQUITY AND LIABILITIES 1,768,664 1,440,183 1,506,450

Calliditas Therapeutics | Interim Report - Q3 January - September 2021
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Condensed Consolldated Statements of Changes In Equity

Septreriber, 30 Decnenber 31,
[SER. in thewsands] 2021 2020 2020
Opening balance equity atiributable to equity holders of the Parent Company 1,210491 788,071 788,071
Loss for the peried (274,480) [263,063) (433,494)
Ohter comprehensive Incomeloss) 4,043 (20 (4,84%)
Tetal comprehensive income/{less] for the period attributable to equity
holders of the Parent Company (268,417) (263,083) {438,343)
Transactions with owners
Mew shark Bsue 324,000 891,388 891,388
Cost attributable to new share issue (2090%) (97,686) (97, 684)
Exercise of warrants = 54,919 59,251
Share-based payments 15,805 3.17% 5012
Purchasze of non-controlling interests 872 e 1,758
Total transactions with owners 319,775 851,800 860,763
Clesing balance equity attributable to equity holders of the Parent Company 1,261,849 1,376,788 1,210,491
Opening balance equity atiributable to non-controlling interests 45,809 - -
Tatal comprehensive lass for the period (8253) - (6,305]
Contribution from non-contralling interests 2,282
Man-controlling interests from business combinations = 136084
Purchase of non-controlling interests (11,162) = (&3,970)
Closing balance equity attributable to non-controlling interests 2B6TT - 45,809
Closing balance equity 1,290,526 1,376,788 1,256,300
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Condensed Consolidated Statements of Cash Flows

Thres Manths Ended Ssptembar 30 1 E] vew 31
Aoty in SEX 000z 2021 2020 2021 2020 2020
Operating activities
Operating proft oss) 7,856 (104,891) {302,323) (243.779) (379.720]
Adjustment for non-cash-items 8912 4937 24136 6,866 15445
Interest received = . 1912
Interest paid (327 (o] (538) 321 (393)
Income bax paid (477) (427 (1470 27 (528)
Cash flow used in operating activities before changes worldng capital 15,963 {100,441) {280,193} (237,661) (363.264)
Cash flow fromAused in) changes in working capital (49.208) (2.875) {20,141} 48,554 54083
Cash flow used in operating activities (33,245) (103,316) {300,334) (189,107) (309,181)
Cath flow used in Investing activities (238) (1] (19,003) (2) (172,607)
Cash flow used in investing activities (238) (1) (19,003} 2 172,607)
Mew sharne Bsue 24,000 43,388 24000 891,388 891388
Costs attributable to new share issue (19927) {19,157 (20,909) (95.937) {95,937)
Premiums Irom warfants isduance 26,591 24,919 5%.251
Purchase of non-controlling inkerests {10,263 82.172)
Contribution frem nan-controlling interests 2,282
Barrowing 199,524 199,524
Costs attributable to lean (14,858) {14,858)
Repayment of s (ease abiles . (1944 (e (6309 (aa88) (5572
Cash flow from /{used in financing activities 486,795 70,186 476451 847 882 768,558
Met increase/{decrease) in cash 453,314 (33.131) 157,114 658,773 286,770
Cash at the beginning of period 709,306 1459,569 96,304 753,540 753,540
et foreign exchange gains/{loss) on cash 1,178 (29.569) 10400 (15.444) {44,006)
Cash at the end of period 1,163,818 1,396,869 1,163,818 1,396,869 996,304

20  caigites Therapeulics | Intérim Réport - O3 January - September 2021




e FINACIAL STATEMENTS

21

Condensed Parent Company Statements of Income

“Thews Forthe inded Syohacer %0 Hlonthenta Wchd Sactwnber X Yoo Enced Crombur 3L
[SEK in thousands, except per share amound) 2021 o] 2021 2020 2030
et sales 198,167 198,167 474 a74
Research and development expenses (79.:258) (64,888) (210,631) {167,380 (227,027
Administeative and selling expenses (91,756) (36,236) (226,138 (73,582 (128,896)
Oither operating incame 26,362 187 41035 FH7 2482
Cither operating expenses (3.7448) 845 [4,199] . .
Operating profit (loss) 49,769 (100,092 {201,766) [239,519) (352,567)
ﬁﬁﬁm1ﬂ¢ial incame/fexpen ses) [865) “5‘333393” 8441 j}_?ﬁy‘ {54,795)
Profit (loss) before income tax 48,903 (133,072) (193,326) (258,260) (407,363)
Income tax
Profit {loss) for the period 48,903 (133,072) {193,326) (258,260} (407,363)
Condensed Parent Company Statements of Comprehensive Income

Thies Months Ended Saptember 30, 0, )
(SEK in theusands] 2021 2020 2021 2020 2020
Profit (ioss) for the period 48,903 (133,072) (193,326) (2582600 (407, 363)
©ither comprehensive inoomefloss) - - - - -
Total comprehensive profit floss) 48,903 133,072) {193,326} (258,260 (407,363)
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Condensed Parent Company Balance Sheet

Septenibier, 30 Decerber 31
[SEK In thousands] Nates 2021 2020 2020
ASSETS
Non-current assets
Intangibe assets 4 32,132 16,066 16066
Equipment - 85 &0
Mon-curient financial assets 399,515 J663 298,683
Total non-current assets 431,646 19,817 314,829
Current assets
Oither current receivables a8 84,857 3983 10,998
Prepaid expenses 34,981 22,683 14490
Cagh 1,131.555 1396277 FTE.208
Total current assets 1,251,392 1,422,943 1,003,696
TOTALASSETS 1,683,039 1,442,760 1,318,525
SHAREHOLDERS' EQUITY AND LIABILITIES
Restricted Shareholders” equity
Share capital 2094 1,998 1998
Statutory resenve 3,092 3092 3092
Total restricted Shareholders' equity 5186 5,090 5,090
Non-restricted shareholders' aquity
Share premium reserve 2420698 2116721 2116721
Retained earnings (B870237) (482,211) 479.37%)
Met boss fior the period (193,324) (258,240) H07,3463)
Total non-restricted shareholders” equity 1,356,435 1,376,250 1,229.97%
Total shareholders’ equity 9.10 1,361,621 1,381,340 1,235,069
Mon-current liabilities
Provisions 10 5024 1,931 4,972
iMaon-current imteresting-bearing labilities 11 187,427 ; -
Other non-current [abilities 105 105 105
Total non-current liabilities 192,557 2036 5077
Currents liabilities
Accounts pavable 70,382 19,636 42469
Oither current liabilities 21,374 3973 5123
Accrued expenses and deferred revenue 37,106 35775 _ 30787
Total current Habilitles 128,861 59,384 78,379
TOTAL SHAREHOLDERS' EQUITY AND LIABILITIES 1,683,039 1442760 1,318,525
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Notes to Condensed Consolidated Financial Statements

Note 1 - Description of Business

Calliditas Therapeutics AB (publ) ("Calliditas” or the "Parent Comparry®), with corporate registration
number 556559-9766, and its subsidiaries {callectively, the *Group”) conduct development activi-
ties in pharmaceuticals. These interim condensed cansolidated financial statements encompass the
Greup, domiciled in Stackholm, Sweden, and its subsidiaries for the nine months ended Septernber
30, 2021 and September 30, 2020.

Calliditas is a Swedish public limited company registered in and with [ts registered office in
Stockholm. The repistered address of the corperate headquarters is Kungsbron 1, CB, Steckhalm,
Sweden, Calliditas is listed at Masdag Stockholm in the Mid Cap segment with ticker CALTX and, in
the form of ADSs, on the Masdaq Global Select Market in the United States with the ticker "CALT",
These interim condensed consolidated financial statements were approved by the Beard of Direc-
tors {the "Board"} for publication an November 18, 2021,

This report may inclede forward-looking statements. Actual outcomes may deviate from what has
been stated. Internal factors such as successful management of research projects, and Intellectual
praperty rights may affect future results. There are also external conditions, (e.g. the economic
climate, palitical changes, and competing research prajects) that may affect the Group's results.

Note 2 - Accounting Policles

These interim condensed consolidated financial statements have been prepared in accordance
with International Accounting Standard Mo, 34 (IAS 34), “Interim Financial Reporting”. The Parent
Compary applies the Swedish Financial Reparting Board recommendation RFR2, Accounting for
legal entities. Mone of the new or amended standards and interpretations that became effective
January 1, 2021, have had a significant impact on the Group's inancial reporting. Significant
accounting principles can be found on pages 45-4% of the Annual Report for 2020,

During 2020, Calliditas acquired a company (Genkyotex SA) that has defined benefit pension plans,
wihich is recognized in the condensed consolidated statements of financial position under *Pension
ligbilities" and will be revalued due to actuarial changes.

The ESMA (European Securities and Markets Authority) guidelines on alternative key performance
ratios are applied, which means disclosure requirements regarding financial measures that ane

net defined in accordance with IFRS. For key ratios not defined by IFRS, see the Definitions and
recanciliations of alternative performance measures on page 29. In July, 2021, Calliditas secured a
toan facility of the eurcelkvivalent of 75 million dellar. In September, 2021, Calliditas made a draw
dewn of the first 25 million dellar. The lean is accounted in Nen-current interest-bearing labilities
net of transaction costs in the amount of SEK 21.3 million and a deposit on the bamowing for the
last cash payment to be made of SEK 6.8 million,
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Mote 3 - Risks and Uncertainties In the Group and the Parent Company

Operational Risks

Research and drug development up to approved registration is subject to considerable risk and is
a capital-intensive process. The majority of all initated prejects will never reach market registra-
tion due to the technabogical nsk such as the risk for insufficient efficacy, intolerable side effects
or manufacturing problems. Competing pharmaceuticals can caphure market share or reach the
market faster, or If competing research projects achieve better product prafiles, the future value of
the product portfolio may be lower than expected. The operaticns may alsc be impacted nega-
tively by regulatory decisions, such as lack of approvals and price changes,

COVID-19

The COVID-19 virus has rapidly spread from an initfal event and infections have been reported
glabally. Calliditas has climical trial sites in the MNefipArd trial based in areas currently affected by
this coronawvirus. Calliditas has not yet experienced any major disturbances in the NefigArd trial.
The extent to which the coronavinss impacts the operations and the Nefighrd frial, or any planned
trials for Mefecon or setanaxib, will depend on the type, degree and duration of the varicus.
restrictions put in place to contain the virus or treat these affected. This today varies in different
gengraphies, and future developments cannat be predicted with reasenable assurance,

The pandemic may negatively impact our irial a5 a result of disruptions, such as travel bans, quar-
antines, and inability of patients to access the trial sites and provide samples as well as intermup-
tions in the supply chain, which could result in delays and impact on the data integrity of the trial_
The impact of the coronavinus autbreak for Calliditas have been limited so far, but the continued
spread of the coronavirus giobally, may negatively impact our operations, including gur trials. It
could alse negatively affect the operations of key governmental apendies, such as the FDA and
EMA, which may delay the development of our product candidates, or could result in the inability
of our suppliers to deliver companents or raw materials an a timely basis, each of which in turn
could hawe a negative impact on our business and results of operations.




s NOTES

24

Financial Risks

Calliditas' financial policy governing the management af financial risks has been designed

by the Board of Directars and represents the framewark of guidelines and rules in the form of
risk mandated and limits for financial activities,

The Greup is primarily affected by foreign exchange risk, since the development costs for
Nefecan and setanaxib are mainly paid in USD and EUR. Further, the Group carry cash in
USD and EUR to meet future expected costs in USD and EUR in connection with a potential
commercialization of Nefecon in the United States and the clinical development programs.
Regarding the Group and the Parent Company's financial risk management, the risks are
essentially unchanped compared with the description in the Annual Repart far 2020.

For more infarmation and full disclosure regarding the operational- and financial risks, reference
is made to the annual report for 2020 and the annual report en form 2Q-F, filed with the SEC in
April 2021.

Note 4 - Revenue from Contracts with Customers

hew EAREN Mine e ME*:I.
(56K in thousands) 2021 2020 01 I 2020
Type of goods or services
Provisions of Drugs - - - 474 a74
Out-licencing 198167 198,167 =
Total 198,167 = 198,167 = =
Geographleal markets
Eurcpe 198,167 198,167
©China, Hong Kong, Macau,
Takwan and Singapane - - = 474 a74
Total 198,167 - 198,167 474 874

The Group’s revenues for both periods 2021 cansisted of up-front fee from Stada for the
autlicensing of the commercial rights of Nefecon in EU.

Reveniue for out-licensing is reparted at a time, which eccurs when controd cver the intangible

asset is transferred to the counterparty. which was at the time when the agreement with Stada
was signed. Variable remuneration (for example, atiributable to future regulatory milestones) is

recognized when there is no longer any significant uncertainty as to whether these will occur.
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Compensaticn attributable to sales-based milestones o royalbies are not recognized until the sale
that results in the right to milestanes or rayalties arises.

Calliditas have identified three perfarmance commitments under the agreement: 1) Out-licensing
of the product candidate Mefecan as is at the time of signing . 2} Coniractual abligation to perfarm
the regulatory precess with the EMA to obtain Cenditional Regulatory Appraval and 3) The obli-
gation to supply Nefecan. The share of the transaction amount attributable to the EMA regulatory
precess has not been recognized a5 reverue and has been calculated based on the estimated eost
to finish this process. The prepertion atiributable to cut-licensing has been calculated as a residual
of the remaining transaction price after deduction of ether performance commitments, since the
preduct candidate has not been approved for market by the regulatony autherities and no commer-
cial pricing occur,

Note 5 - Related-Party Transactions
During the reporting periad, na significant related-party transactions have taken place. Far
information about incentive programs pleass see Note 10
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Note & - Intangible Assets

Septeenber 30, Deceerber 31

[SER in thisussni) 2021 2020 2000
Cost at opening balance 461,367 16,066 16,064
Business Combinations 480,253
Acquisition ficense 16066

Exchange difference on transkation 7253 (14.952]
Cost at closing balance 484686 16,066 461,367
Amortisation at closing balance : 2 5
Net book value 484,686 16,066 461,367

As of September 30, 2021 intangible assets consist of licenses and similar rights of SEK 436,664
thousand and goodwill of SEXK 48,022 thousand.

Business combinations:

The acquisition of Genkyatex SA in 2020 resulted in the Group acquiring the rights to the
NOX platform and the SIIL agreement, as well as goodwill,

The net book value of the MOX platform amounts to SEK 376,120 thousand as of September
30, 2021. The estimated fair value of the NOX platform was determined using the
discounted cash flow (DCF) method, adjusted for the likelihood of occurrence,

The net book value of the SIIL agreement, which is an out-license agreement with Serum
Institute of India (SIIL) for the use of a vaccine technolegy, amounts to SEK 28,413 thousand
as of September 30, 2021. The estimated fair value of the SlIL agreement and extensions
was determined using the discounted cash flow (DCF) method, adjusted for the likelihood of
occurrence, Goodwill amounts to SEK 48,022 thousand as of September 30, 2021,
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Note 7 - Deferred Tax Liabllities

Segtember 30, DBecember 31
{SER in thesisandk) 2001 £ 2020
Cost at opening balance 79.3%6
Business Combinations E 79,395
Taxt o33 carried forward (11.415)
Exchange difference on translation 1,044
Cost at closing balance 69,025 - 79,396

Deferred tax assets of SEK 24.7 millian have been affset against deferred tax liabilities in the state-
ment of financial pesition as of September 30, 2021 due to future temporary differences that such
losses can be used ko offset.

Note 8 - Financlal Instruments

The Group's financial assets comprise of lang-term receivables, derivatives, other current
receivables and cash, all of which, except derivatives, are recognized at amortized cost. Derivatives
are recopnized at fair value through profit or loss, No currency options or derivates existed as

of September 30, 2021, Currency aptians amounted ta SEK 851 thousand as of September 30,
2020, The Group's financial liabilities comprise of accounts payable and other current liabilities,
which are recognized at amartized cost. The carrying amount is an appeoximation of the fair value,
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Note 9 - Shareholders’ Equity

September 30 Erecerber 31

(SEK in theusands) 2021 2020 2020
Total registered shares al the beginning of period 49947, 584 38,707 638 JETOTE3E
Mew issue of shares during the period 2,400,000 11,233,946 11233546
Total registered shares at the end of period 52,341,584 49,941,584 49,941,584
Share capital at the end of period 2094 1798 1998
Equity attributable to equity holders of the Parent Compamy 1,261,847 1,376,788 1210491
Mon-controlling interests 28,677 . 45810
Equity at the end of period 1,290,526 1,376,788 1,256,300
Thoee Moriths Ended September 20, Mline Moriths Ended September 30. “ear Encled Diecember 31,

2021 2020 2021 2020 2020

Earnings (lo3s) per share before dilution 021 (277 {5.45) 16,09 (.68)
Weighted-average number of shares outstanding for the period, before dilution 51,063,323 49,751,058 50,829,255 43,165,305 44573448

Reserves for translation from foreign operations amounted to SEK 1,807 thousand and SEK -20 thousand, which are included in equity as of September 30, 2021 and 2020, respectively.

26 Calliditas Therapeutics | Interim Report = O3: Janvary - September 2021




s NOTES

Note 10 - Incentive Programs

Share fovards Total Outstanding as of
Warrarss Outstanding Option Septenber 30, 2021

Incentive Programs
‘Warrant program 2018/2022 856,588 856,588
Wamant program 201972022 422,500 & 422,500
Board LTIP 2019 o 51,399 51,399
Board LTIP 2020 - 31,371 31371
Board LTIP 2021 E 26,968 26,968
ESOP 2020 = 1,455,000 = 1455000
ESOP 2021 - 850,000 A50000
Total Qutstanding as of September 30, 2021 1,279,086 2,305,000 109,738 3,693,824
Total O o
Options O Cutstanding September 30, 2020

Incentive Programs
Warrant program 20182022 856,586 856,586
‘Warrant program 2019/2022 422,500 422500
Board LTIP 2019 57,032 57032
Board LTIP 2020 - 31,371 31371
ESOP 2030 - 1,08%,000 - 1,089,000
Total Qutstanding as of September 30, 2020 1,279,086 1,089,000 88,403 2,456 489

Warrant Program 2018/2022: Board LTIP 201%:

The warrants in Warrant Program 2018/2022 may be exercised from January 1, 2022 until
March 31, 2022 and each warrant will entitle the participant to subscribe for one new share
in the Parent Company at a subscription price of SEK 74.30 per share. The warrants have, at
the time of issue, been valued according to the Black & Schales valuation model,

This is a performance-based long-term incentive program for some members of Calliditas’
board, A total of 51,399 share awards were granted under the program during the second
quarter of 2019, The share awards are subject to performance-based eamings, which is
dependent on the development of Calliditas’ share price from the date of the 2012 Annual
General Meeting CAGM) to June 1, 2022,

Warrant Program 2019/2022:

The warrants in the Warrant Program 201%/2022 can be exercised between October 1, 2022 and
December 31, 2022, where each warrant gives the participant the right ta subscribe far a new
share in the Parent Company at a subscription price of SEK 74.50 per share. The warrants have, at
the time of issue, been valued accending to the Black & Scholes valuation model,

Board LTIP 2020:

This is a performance-based long-term incentive program for Calliditas Board members. A
total of 31,371 share awards were granted under the program during the second quarter of
2020, The share rights are subject to performance-based earnings, which is dependent on
the development of Calliditas’ share price from the date of the 2020 Arnual General Meeting
to July 1, 2023
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Board LTIP 2021:

This is a performance-based long-term incentive program for Calliditas Board members, A
total of 26,268 share awards were granted under the program during the second quarter of
2021, The share rights are subject to performance-based eamings, which is dependent on
the development of Calliditas’ share price from the date of the 2021 Annual General Meeting
o Juby 1, 2024,

ESOF 2020:

In 2020, Calliditas implemented an option program for employees and key consultants

in Calliditas. The options were allotted free of charge to participants of the program. The
options have a three-year vesting period calculated from the allotment date, provided
that, with customary exceptions, the participants remain as empleyees of, or continue to
provide services to, Calliditas. Once the options are vested, they can be exercised within a
one-year period. Each vested option entitles the holder to acquire one share in Calliditas
at a predetermined price. The price per share is to be equivalent to 115% of the weighted
average price that the company’s shares were traded for on Nasdag Stockholm during the
ten trading days preceding the allotment date. The options have, at the time of issue, been
wvalued according to the Black & Scholes valuation model.

ESOP 2021:

In 2021, Calliditas implemented an option program for emplovees and key consultants

in Calliditas. The options were allotted free of charge o participants of the program., The
options have a three-year vesting period calculated from the allotment date, provided
that, with customary exceptions, the participants remain as employees of, or confinue to
provide services to, Calliditas. Once the options are vested, they can be exercised within a
one-year period. Each vested option entitles the holder to acquire one share in Calliditas
at a predetermined price. The price per share is o be equivalent to 115% of the weighted
average price that the compary’s shares were traded for on Masdaqg Steckholm during the
ten trading days preceding the allotment date. The options have, at the time of issue, been
walued according to the Black & Scholes valuation model,
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Note 11 - Non-current interest-bearing liabilities

Septamber 30, Dacammber 3,
{SEM irvthousaneds) 021 2020 2020
Opening balance -
Aggusition of kean - net 187427
Amortizatien of lean =
Closing balance = 187427 = =

In July 2021, Calliditas signed a loan agreement of up to the eurgequivalent of 75 million dollar
with Kreos Capital, The loan facility is divided into three tranches of 25 million dollar each,
Drawdown of the first 25 million dollar tranche was made in September, 2021, Drawdown of the
second tranche of 25 millian dellar can be made untl 30 June 2022 and will be available subject
ta accelerated approval of Nefecon by the ULS Food and Drug Administration (FDA). Drawdown
aof the third and final 25 milion dollar tranche can be made until 31 December 2022 and will be
available subject to certain revenue milestones and coverage metrics. The interest rate on the loan
is %% per annum with a maturity to December 2025, The loan has no covenants.
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Definitions of Performance Measures and Reconclliations of Alternative Performance Measures

Definitions of Performance Measures

Performance Measures

Definitions

Earnings (loss) per share before fafter dilution

Share capital at the end of the period

Total cutstanding shares at the beginning of period

Tatal outstanding shares at the end of period

Awverage number of outstanding shares during the period
Equity ratio at the end of the period

Cash at the end of the period

Definitions of Alternative Performance Measures

Earnings (loss) for the pericd divided by the average number of share before and after dilution, Diluted earnings per share i calculated
by adjusting the welghted average number of common share outstanding to ssume comversion of all dilutive potential commaon shares,
which i in accordance with 1A5 33 Eamings Per Share

Share capital at the end of respective pericd. The measure is extracted from the statements of financial pasition.
Total outstanding shares at the beginning of respective period.

Total outstanding shares at the end of respective period,

Awerage number of outstanding shares of respective period,

Equity position at the end of respective period, The measure is extracted fram the statements of inancial position.
Cash at the end of respective pericd. The measure is extracted frem the statements of financial pesition,

Alternative Key Performance Indicator Definitions Reason for Inclusion

Research and development expenses Research and development expenses, divided by total cperating The key performance indicator helps the reader of the interim financial

Tatal aperating expenses in 5% expenses, which is the sum of research and development expenses, statements to analyse the portion of the Group's expenses that are
administrative and selling expenses, other operating income and attributable to the Group's research and development activities.
CXPENSEs.

Equity ratio at the end of the period in %

The ratic at the end of respective peried is caloulated by dividing total  The equity ratio measunes the proportion of the total assets that ane
shareholders’ equity by total assets. financed by shareholders,
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Reconcillations of Alternative Performance Measures

Thoee Months Ended September 20, Hine Months Ended  September 30, Year Ended Deember 31,

(SEK in thousands or stherwise indicated) 2021 2020 021 2020 020
Ri  and develop oo (Total aperating exp in%

Research and development expenses (22,098) {64,887 (257,194) {167,379 (241,371)
Administrative and selling expenses (95372) {41,037 1238,522) (77.643) (141,724)
Olhstioversing reomei Spenies L 1003 B e 77 SR
Total operating expenses. [190,311) (104,891) {500,490) (244,253) (380,594)
Research and development expenses/Total operating expenses in % 45% 62% 51% 9% 63%

Septembeer 30, Deoenber 31,

(SER, in thousands or otherwize indicated] 2021 2020 2020
Equity ratio ot the end of the period in %

Tatal shareholders' equity at the end of the peried 1,261,849 1,376,788 1210491
Total assets at the end of the period 1,768 664 1,440,183 1504450
Equity ratio at the end of the period in % T bl 80%
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Financial Calendar

Year-end Report for the period January 1 - December 31, 2021 February 24, 2022

Contact

Renée Aguiar-Lucander

Chief Executive Officer

Phone; +46 (098 411 3005

Email; renee lucander@calliditas.com

Calliditas Therapeutics AB
Kungshron 1, SE-111 22 Stockholm, Sweden

vonw.calliditas.com

Forward Looking Statements

This interim report contains forward ooking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, without limitation, staements r ing Calliditas’ strategy,
business plans and focus, The words “may” “will" “could,” “would, "should,” *expect” *plan,” “anticipate,” “intend,” “believe,” "estimate “predict)’ “project,” “patential’” "continee.” “target® and similar expressions are
intended to identify forward-loeking statements, although net all forward-kooking statements contain these identifying words,

Any forward -looking statements. in this interim report are Based on management's current expectations and beliefs and are subject to 2 number of risks, uncertainties and imporntant factors that may cause actual events
of results to differ materially fram those expressed or implied by any fonward-looking statements contained in this interim report, including, without imitation, any related to Calliditas” business, operations, clinical trials,
supphy chain, strategy, goaks and anticipated timelines for development and potential approvals, competition from other blopharmaceutical companies, and other risks identified In the section entitied "Risk Factors®
Callidltas’ reports filed with the Securities and Exchange Commission. Calliditas cautions yew not to place undue reliance on amy forward -locking statements, which speak only as of the date they are made. Calliditas
disclaims any obligation te publichy update or revise any such statements to reflect amy change in expectations er in events, conditions er circumstances on which amy such statements may be based. or that may affect
the [elibood that actual results will differ from those set forth in the forward -loaking statements. Any fonward -looking statements contained in this interim report represent Calliditas™ views only as of the date hereof
and should not be relied upon as representing its views & of amy subsequent date,

This report has been prepared in a Swedish original and has been translated into English, In case of differences between the bwo, the Swedish version shall apply.

calliditas

THERAPEUTICS
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Stockholm, Sweden November 18, 2021

Interim Report Q3, 2021

A quarter of deal making and regulatory review

“Following on from the positive top line read out of Part A our Phase 3 study, we initiated a structured process to select our commercial partner for Nefecon in Europe. In this case, the
result of the process was a partnership with Stada Arzneimittel, which has proven to be an excellent match. We also took the opportunity to complement our predominant source of
equity capital with a $75m credit line from Kreos.

In the third quarter, the U.S. Food and Drug Administration (FDA) requested further analyses of data from the NeflgArd clinical trial in connection with our NDA submitted for approval
under the FDA’s Accelerated Approval Program. The FDA classified the additional analyses received as a major amendment to the NDA and extended the PDUFA goal date by three
months from September 15, 2021 to December 15, 2021. The third quarter also saw the European Medicines Agency (EMA) deciding to revert to standard review timelines for our
submission, which we estimate will result in the issuance of an opinion in Q1, 2022. We remain confident that we have presented a compelling data package and look forward to
continuing our regulatory interactions with the goal of making an approved treatment available for patients in need.

We remain ready for commercial launch in the US. Our field medical directors are in dialogue with nephrologists across the country and we are proceeding with market access related
conversations as well as other pre-commercial activities. We are excited about our strong US capabilities reflected by the highly experienced and well-prepared team in place.“

Renée Aguiar-Lucander, CEO

Summary of Q3 2021
July 1 — September 30, 2021

Net sales amounted to SEK 198.2 million for the three months ended September 30, 2021. No net sales were recognized for the three months ended September 30, 2020.
Operating profit (loss) amounted to SEK 7.9 million and SEK (104.9 million) for the three months ended September 30, 2021 and 2020, respectively.

Earnings (loss) per share before dilution amounted to SEK 0.21 and SEK (2.77) for the three months ended September 30, 2021 and 2020, respectively.

Cash amounted to SEK 1,163.8 million and SEK 1,396.9 million as of September 30, 2021 and 2020, respectively.
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Significant events during Q3 2021, in summary

*  InJuly 2021, Calliditas signed a loan agreement of up to the EUR equivalent of $75 million with Kreos Capital.

« InJuly 2021, Calliditas and STADA Arzneimittel AG entered into a license agreement to register and commercialize Nefecon in the European Economic Area (EEA) member
states, Switzerland and the UK valued at a total of EUR 97.5 million (approx. $115m) in initial upfront and potential milestone payments, plus royalties.

« In August 2021, Calliditas received FDA fast track designation for setanaxib in PBC.

« In August 2021, Calliditas completed an accelerated book building procedure and resolved on a directed share issue in the amount of 2.4 million shares, raising proceeds of SEK
324.0 million (approx. $37m) before transaction costs.

* In September 2021, Calliditas announced that the FDA extended the PDUFA goal date for its New Drug Application (NDA) seeking accelerated approval for Nefecon to
December 15, 2021.

* In September 2021, Calliditas announced that the European Medicine Agency’s (EMA) Committee for Human Medicinal Products (CHMP) decided to continue the assessment
of the marketing authorization application (MAA) for Nefecon under standard procedure assessment timelines.

Investor presentation November 18, 14:30 CET

Audio cast with teleconference, Q3 2021, November 18, 2021, 14:30 (Europe/Stockholm)
Webcast: https://tv.streamfabriken.com/calliditas-therapeutics-q3-2021

Teleconference: SE: +46856642695 | UK: +443333009264 | US: +16467224903

Financial calendar
Year-end Report for the period January 1 — December 31, 2021 February 24, 2022

For further information, please contact:
Renée Aguiar-Lucander, CEO at Calliditas
Email: renee.lucander@calliditas.com

Mikael Widell, Investor Relations
Email: mikael.widell@calliditas.com
Telephone: +46 703 11 99 60

The information was submitted for publication, through the agency of the contact persons set out above, at 07:00 CET on November 18, 2021.

About Calliditas Therapeutics

Calliditas Therapeutics is a biopharma company based in Stockholm, Sweden focused on identifying, developing and commercializing novel treatments in orphan indications, with an
initial focus on renal and hepatic diseases with significant unmet medical needs. Calliditas’ lead product candidate, Nefecon, is a proprietary, novel oral formulation of budesonide, an
established, highly potent local immunosuppressant, for the treatment of adults with the autoimmune renal disease primary IgA nephropathy (IgAN), for which there is a high unmet
medical need and there are no approved treatments. Calliditas has recently read out topline data from Part A of its global Phase 3 study in IgAN and, if approved, aims to commercialize
Nefecon in the United States. Calliditas is also planning to start clinical trials with NOX inhibitors in primary biliary cholangitis and head and neck cancer. Calliditas is listed on Nasdaq
Stockholm (ticker: CALTX) and the Nasdaq Global Select Market (ticker: CALT). Visit www.calliditas.com for further information.
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Forward-Looking Statements

This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, without limitation, statements
regarding Calliditas’ strategy, business plans and focus. The words “may,” “will,” “could,” “would,” “should,” “expect,” “plan,” “anticipate,” “intend,” “believe,” “estimate,” “predict,”
“project,” “potential,” “continue,” “target” and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these
identifying words. Any forward-looking statements in this press release are based on management’s current expectations and beliefs and are subject to a number of risks, uncertainties
and important factors that may cause actual events or results to differ materially from those expressed or implied by any forward-looking statements contained in this press release,
including, without limitation, any related to Calliditas’ business, operations, clinical trials, supply chain, strategy, goals and anticipated timelines, competition from other
biopharmaceutical companies, the potential for and timing of FDA approval of its regulatory marketing application for Nefecon, the potential for FDA’s review extension on the NDA for
Nefecon to lead to marketing approval, and other risks identified in the section entitled “Risk Factors” Calliditas’ reports filed with the Securities and Exchange Commission. Calliditas
cautions you not to place undue reliance on any forward-looking statements, which speak only as of the date they are made. Calliditas disclaims any obligation to publicly update or
revise any such statements to reflect any change in expectations or in events, conditions or circumstances on which any such statements may be based, or that may affect the likelihood
that actual results will differ from those set forth in the forward-looking statements. Any forward-looking statements contained in this press release represent Calliditas’ views only as of
the date hereof and should not be relied upon as representing its views as of any subsequent date.
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