Q4 Report 2018

Webcast February 7, 2019
Presenters:
Renée Aguiar-Lucander, CEO
Fredrik Johansson, CFO

Disclaimer
Important information
This presentation has been prepared by Calliditas Therapeutics AB (publ) (the “Company”) and is furnished to you solely for your information and may not be reproduced or redistributed, in whole or in
part, to any other person. By attending the meeting where this presentation is made, or by reading the presentation slides, you agree to be bound by the following limitations. This presentation and any
materials distributed in connection with this presentation are not directed to, or intended for distribution to or use by, any person or entity that is a citizen or resident or located in any locality, state,
country or other jurisdiction where such distribution, publication, availability or use would be contrary to law or regulation or which would require any registration or licensing within such jurisdiction.
This presentation does not constitute an offer to sell or a solicitation of any offer to buy any securities issued by the Company and neither this presentation nor anything contained herein shall form the
basis of, or be relied upon in connection with, any contract or commitment whatsoever. Any securities referred to herein have not been and will not be registered under the U.S. Securities Act of 1933,
as amended (the “Securities Act”), or under the securities laws of any state or other jurisdiction of the United States, and may not be offered or sold within the United States absent registration under
the Securities Act or exemption from the registration requirement thereof. There is no intention to register any securities referred to herein in the United States or to make a public offering of the
securities in the United States. Any securities referred to herein cannot be offered, sold, pledged or otherwise transferred, directly or indirectly, within or into the United States, except pursuant to an
exemption from, or in a transaction not subject to, the registration requirements of the U.S. Securities Act. This presentation does not constitute a “prospectus” within the meaning of the U.S. Securities
Act or the Swedish Financial Instruments Trading Act. This presentation is only being provided to persons that are (i) “Qualified Institutional Buyers”, as defined in Rule 144A under the U.S. Securities Act,
or (ii) outside the United States. By attending this presentation or by reading the presentation slides, you warrant and acknowledge that you fall within one of the categories (i) and (ii) above. Any
securities referred to herein have not been and will not be registered under the applicable securities laws of Canada, Australia or Japan and may not be offered or sold within Canada, Australia or Japan
or to any national, resident or citizen of Canada, Australia or Japan. The distribution of this presentation in other jurisdictions may be restricted by law and persons into whose possession this
presentation comes should inform themselves about, and observe, any such restrictions. This presentation contains various forward-looking statements that reflect the Company’s current views with
respect to future events and financial and operational performance. The words “believe,” “expect,” “anticipate,” “intend,” “may,” “plan,” “estimate,” “should,” “could,” “aim,” “target,” “might,” or, in
each case, their negative, or similar expressions identify certain of these forward-looking statements. Others can be identified from the context in which the statements are made. These forward-looking
statements involve known and unknown risks, uncertainties and other factors, which are in some cases beyond the Company’s control and may cause actual results, development or performance to
differ materially from those expressed or implied from such forward-looking statements. The information and opinions contained in this document are provided as at the date of this presentation and
are subject to change without notice, and neither the Company nor any other person are under any obligation to update the presentation, except as provided for in applicable laws and/or stock
exchange regulations. No representation or warranty (expressed or implied) is made as to, and no reliance should be placed on, the fairness, accuracy or completeness of the information contained
herein. Accordingly, none of the Company or any of its principal shareholders or subsidiary undertakings or any of such person’s officers or employees accepts any liability whatsoever arising directly or
indirectly from the use of this document. Except as explicitly stated herein, no information in this document has been audited or reviewed by the Company's auditors. Certain financial and other
numerical information presented in this presentation have been subject to rounding adjustments for the purpose of making this presentation more easily accessible for the reader. As a result, the figures
in tables may not sum up to the stated totals.
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Investment Overview Calliditas
1

Novel treatment of IgA nephropathy (IgAN) with potential disease modifying effect

2

Clear path to market – FDA acceptance of proteinuria as surrogate marker

3

Mode of action targets the origin of the disease – corroborated by Ph2b data analysis

4

Only successful placebo controlled, randomized Ph2b study in IgA nephropathy (150
patients)

5

The ongoing clinical Phase 3 study NEFIGARD replicates Phase 2b

6

Additional potential for pipeline development, in-licensing targeting orphan disease

7

Significant unmet medical need with USD 1bn market opportunity, no approved drugs

Calliditas Therapeutics September 2018
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Summary of key events Q4 2018
 First patient enrolled in the global Phase 3 study, Nefigard
 No clear impact to date of competing studies recruiting in the indication
 Site initiations on plan

 Phase 3 study on plan
 Sites initiated – 84 in total
 Screening pipeline building according to plan
 Competition: read-out of Omeros Phase 2 placebo controlled trial did not meet primary
end point / Reata selected to take ADPKD into Phase 3 / Retrophin initiated its Phase 3
trial with hypertension agent

Aug 2018
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Post period highlights
 Received ODD in AIH from the FDA
 Study approval in 18 of the 19 countries; Over 60% of the global sites activated
 PIP related work is progressing, filing expected in Q1
 Dr Bringstrup, VP regulatory, and Mr Udell, VP commercial North America, joined
the leadership team
 National co-ordinators in place

Aug 2018
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Autoimmune Hepatitis (AIH)
The disease1

 A rare, orphan, chronic inflammation of the liver

Estimated prevalence2

 The cause is unknown
 Leads at variable rates to cirrhosis with complications like portal
hypertension, liver failure and liver cancer

50,000 – 80,000

Annual US
incidence
0.1 – 1.9
per
100,000

 Sparse epidemiology data from US: estimated prevalence of
50,000 – 80,000.

Standard of care3
 Currently no products approved in the US
 Care treatment includes immunosuppression with systemic steroids (prednisone) alone or in combination with azathioprine
 Up to 80% of treated patients report steroid related side effects after 2 years and 15% discontinue due to drug related adverse
events
 Calliditas estimates the intolerance and relapse segments together comprise 35-40% of the total population, or approximately
25,000 patients in the US
Source: 1) Feld et al, Hepatology 2005;42:53-62, Sahebjam and Vierling, Front Med. 2015 Jun;9(2):187-219. 2) Sahebjam and Vierling, Front Med
2015; 9(2):187-219. 3) Czaja, Expert Opin Drug Saf. 2008;7(3):319-33; Czaja, Liver Int 2009;29(6):816-23; Manns et al, Hepatology 2010;51(6):2193213 (AASLD 2010 AIH Guideline). 4) EASL Clinical Practice Guidelines: Autoimmune hepatitis 2015

Analyst presentation November 2017
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Autoimmune Hepatitis (AIH) (cont´d.)
Nefecon as a treatment for Autoimmune Hepatitis

Regulatory
pathway to
product
registration

Environment

 Calliditas anticipates that the regulatory pathway to
registration for AIH would be similar to that of Nefecon
for IgA nephropathy
 The Company anticipates biochemical markers of liver
disease would be acceptable as surrogate endpoints in
an accelerated approval procedure where the clinical
outcome would be prolongation of time to cirrhosis
and/or prevention of progression of cirrhosis

Estimated prevalence2

50,000 – 80,000

Annual US
incidence
0.1 – 1.9
per
100,000

 Would provide a familiar treatment option built on immune suppression in an autoimmune disease
to provide an at least equal efficacy combined with a significantly safer option to systemic steroids
 There are a small number of therapies in clinical development for AIH, which include compounds
from Conatus Pharmaceuticals, TaiwanJ Pharmaceuticals and BioIncept1

Source: 1) clinicaltrials.gov, NIH U.S. National Library of Medicine. 2) Sahebjam and Vierling, Front Med. 2015 Jun;9(2):187-219.

Analyst presentation November 2017
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Financial overview of the period Jan-Dec 2018
 Operating loss of SEK -132.5 M (loss: -84.5)
• Personnel expenses decreased to SEK 19.1 M (20.6).
Credit received in Q1 of SEK 1.5 M on payroll tax
attributable to R&D.
• Other operating expenses increased to SEK 114.1 M (64.0),
due to the start of the NefIgArd study.
 Cash flow from operating activities of SEK -128.2 M (- 68.0).
 Net cash from IPO of SEK 684.2 M received in July.
 Net cash flow for 2018 was SEK 588.4 M (33.2).
 The cash position per end of Dec 2018, was SEK 646.2 M
(57.4).

Aug 2018
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Going forward: full focus on the Nefecon program
Ongoing updates regarding commercial strategy and plans
H1 2018
• Filing of new
patent
application
related to
Nefecon

H2 2018
• NefIgArd first
patient in
• Application for
ODD for second
indication
submitted
• Application for
ODD for third
indication
submitted

H1 2019
• Filing of
Pediatric
Investigational
Plan submitted
to EMA
• Approval of
ODD
designation for
second
indication
• Approval of
ODD
designation for
third indication

H2 2019
• EMA decision
regarding
pediatric
pathway
• FDA / EMA
meetings
regarding
regulatory
pathway for
second
indication

H1 2020
• NefIgArd Part A
fully recruited

H2 2020
• Top line data
NefIgArd 200
patients
• NefIgArd study
fully recruited

H1 2021

H1 2022

• Enrolment first
patient in
treatment
modality trials /
label expansion

• Interim analysis
based on 450
patients

• Filing with
regulatory
agencies

• Publication of
new data from
exploratory
studies from
Phase 2b in a
major scientific
journal

Aug 2018
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Questions

