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Orexo

Updates from the capital markets day

On 17 March 2020 Orexo held a capital markets day at which it provided an
update on its programs and estimates of the impact of COVID-19 on its
business. In short, Orexo is predicting a limited impact from the virus,
which is consistent with our estimates. It also highlighted its development
pipeline, which will be a major focus of the company. It will be launching
its next product, vorvida for problem drinking, in Q320 if the FDA signs off.

Revenue PBT* EPS* DPS PIE Yield
Year end (SEKm) (SEKm) (SEK) (SEK) (x) (%)
12/18 783.1 922 3.99 0.0 11.8 N/A
1219 844.8 2279 6.33 0.0 74 N/A
12/20e 7754 2003 5.62 0.0 8.4 N/A
12121e 918.6 2455 6.82 0.0 6.9 N/A

Note: *PBT and EPS are normalized, excluding amortization of acquired intangibles,
exceptional items and share-based payments.

Limited impact of COVID-19 expected

We forecast Zubsolv sales of SEK747.6m for 2020, which is a slight increase over
2019 (SEK719.2m), similar to company guidance and a relatively conservative
starting assumption. We note this is in the context of 14% annualized market
growth, so even if there are disruptions, we expect demand to remain high.
Moreover, the supply chain for Zubsolv is wholly in the US, which should limit the
risk of supply-side disruptions.

Pipeline front and center

The company provided a pipeline update of its three lead drug development
programs. OX124 is being developed as a more potent naloxone spray to address
the increased presence of fentanyl (pivotal study late 2020). OX125 is also an
opioid overdose rescue treatment but using the longer half-life nalmefene (first-in-
human study in Q220). Finally the company’s sublingual ketorolac OX338 is aimed
at simplifying the treatment algorithm for that drug, which typically includes an
injection with follow-up tablets (new study being planned, targeting NDA submission
in 2022).

Pricing of vorvida revealed: $600—1,000 per treatment

The company announced in the meeting the expected price point for vorvida, its
digital therapeutic for problem drinking: $600—1,000 per treatment. We feel this
seems high, especially for an unvetted market, but it is substantially less than even
the least expensive in-person treatment options and is roughly in line with digital
counselling. This may provide cost savings to payers in the long run, but we expect
the company will have an uphill battle demonstrating these benefits.

Valuation: Unchanged at SEK3.65bn or SEK105.27

Our valuation remains unchanged at to SEK3.65bn or SEK105.27 per share. We
expect to update our valuation when data on the development programs become
available or if vorvida gains early traction.
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Zubsolv outlook and COVID-19 impact

During the capital markets day, the company briefly outlined its outlook for Zubsolv sales and how it
has been affected by the ongoing COVID-19 pandemic. As we have outlined in , the
product is currently undergoing a shift in how reimbursement is structured as it shifts to non-
exclusive agreements (the so-called open market). This is ongoing and expected to translate into
volume reductions, albeit with better margins. An encouraging detail that the company
communicated is that new prescriptions in the CVS Caremark channel have remained especially
strong. CVS Caremark removed Suboxone from its formulary in October 2019, which has translated
to increased sales, accounting for 80% of new Zubsolv prescriptions in 2020 to date (2,229 of 2,759
prescriptions). The removal of Suboxone from other formularies could similarly drive growth,
although this cannot be guaranteed.

The company also provided feedback on the expected impact on sales of the COVID-19 pandemic.
It stated that as of the most recent data to February, it has not seen a major impact of the disease
(we note the most severe restrictions on the movement of people and the most severe disruptions
to commerce have occurred since then). The company noted that the supply chain for Zubsolv is
wholly in the US, so it expects disruption from the supply side to be limited. Sales have been
redirected to digital channels, which we expect to be less of a burden for an already established
product such as Zubsolv.

The company guided toward 2020 revenue in line with 2019 (SEK719.2m), which is comparable to
our estimates (SEK747.6m). We are not adjusting our estimates on account of COVID-19 as we
expect this market to be relatively resilient in the face of the disease. The market has been growing
at a rate of 14% (in 2019), which was well above our expected growth rate for Zubsolv and we
expect this to be able to absorb minor market disruptions. Moreover, as a category Ill scheduled
drug, we expect patients to be able to order drug electronically during quarantine periods. The
company noted that its estimates are contingent on the current pandemic peaking in late spring,
consistent with many models, and that it may update its assumptions if this is not the case. We note
that we may update our projections as the situation develops.

Revisiting the pipeline

As Zubsolv has brought the company to profitability, it has a renewed focus on progressing and
expanding its pipeline. As part of the capital markets day, the company provided an update on
these plans and a review of its products.

0X124

The most advanced development-stage pharmaceutical product is OX124, a nasal naloxone spray
for the rescue of opioid overdose patients. In its presentation, the company highlighted the
particular pharmacokinetic profile of the drug, which differentiates it from the other commercially
available naloxone products. One problem with the current standard of care is that naloxone only
has a half-life of two hours, but opioid overdoses increasingly involve fentanyl, which has a 12-hour
or longer half-life. The goal with OX124 is to provide a product that delivers more naloxone at once
and would be expected to provide more extended protection. The company noted that up to 34% of
patients require a second dose of the leading product Narcan for it to be effective.

An additional tailwind the company highlighted is that there is increasing support in the US for
mandatory co-prescription of naloxone with opioid products. Such measures have passed in nine
states; their passing corresponds to a surge in Narcan volume (Exhibit 1). Five additional states
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have this legislation on the table for 2020. The company notes that a 10% market share in 2026
would correspond to $90m in sales.

The company intends to initiate a pivotal study for OX124 in late 2020 and file an NDA in mid-2021
for a 2022 commercial launch of the product. An important fact to note is that because of ethical
concerns (one cannot treat opioid overdose patients in such a study), it will essentially be a
pharmacokinetics trial with healthy volunteers and we estimate approximately 90 patients (based on
the Narcan precedent).

Exhibit 1: Impact of mandatory co-prescription on California sales of Narcan
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0X125

0X125 is the company’s nalmefene-based nasal spray for opioid overdose rescue. Nalmefene is a
longer-lasting opioid antagonist with a half-life of eight hours. The company envisions this being the
most useful in situations where prolonged stabilization will be needed, such as in remote areas or
for protection against opioid-based chemical weapons. The company does not expect it to eclipse
naloxone-based products, given their dominance, but to fill in the alternative niches. It believes it
can capture 5% of the overdose market this way, which translates to approximately $50m in sales.
The company will need to carry out two clinical studies, with a first-in-human study planned to
initiate in Q220. It forecasts a commercial launch in 2023.

0X338

0X338 is a sublingual ketorolac formulation that Orexo is developing. Ketorolac is a powerful
NSAID that can provide opiate levels of pain relief without addiction potential. The main limitation of
the drug is that severe adverse effects limit it to short-term use. The drug is typically given as a
single injection following surgery with patients taking home tablets of the same drug. The
company’s goal is to improve on this treatment algorithm by using a sublingual formulation that
provides immediate relief and that avoids the need for two separate treatment modalities (by
avoiding the initial injection, and allowing additional doses of the product to be taken home instead
of ketorolac tablets) . The company previously completed a Phase | study of the drug and reported
in January 2020 that it would revisit the formulation of the drug (although further details were not
provided), with the goal of re-entering the clinic soon. The company is targeting filing an NDA with
the FDA in 2022 to support a 2023 launch.
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Vorvida strategy

Orexo outlined its strategy for the launch of vorvida for the first time. It is hoping to launch the
product without the need for additional clinical studies and this proposal is being reviewed by the
FDA.

As part of the presentation, the company outlined the expected pricing for the product in the range
of $600-1,000 per treatment. In our opinion, it is aggressive to assume that payers would support
this cost structure for a digital product. However, we note this is substantially less than in-person
treatment, with courses of outpatient therapy ranging from $5,000-10,000 (according to multiple
providers). Compared to digital counselling, we believe the product is similarly priced. For instance,
Talkspace starts at $260 per month and we would assume a minimum three-month engagement for
substance abuse. However, we note this is for human interaction (whereas vorvida is automated)
and is primarily a cash-pay market.

Insurance coverage for addiction treatment is mandated in many US states, so this pricing may
serve as a cost-cutting measure for payers. According to the company, there are 16.6 million heavy
alcohol users in the US (five or more binge drinking days in a month) and 1.5 million already in
treatment, which would translate to $160m in sales if the company can capture 0.75% and 10% of
these markets respectively. However, as we have previously stated, given the uncharted territory for
this product, we are withholding estimates until we can gauge early adoption.

It is unclear if the market can support such disruptive technology, but there are some signals that
these products can gain payer support. For instance, Germany recently passed the Digital Care
Act, which requires reimbursement for certain digital therapies. Additionally, pharmacy benefits
managers Express Scripts and CVS Caremark have recently taken the first steps towards setting
up digital ‘formularies’ of products they will reimburse. As these processes get more formalized, we
expect less friction in these markets.

One facet of this uncharted territory is that the company has not definitively identified how it intends
to market the product or to whom. Possibilities include marketing directly to payers as a method of
cost reduction, arrangements with provider networks to augment their offerings, or through
traditional drug channels. We assume Orexo will take advantage of multiple strategies.

If the FDA determines that the clinical support for vorvida is sufficient, Orexo expects to soft-launch
the product in Q320. The investment thesis for its digital therapy for opioid dependence (OXDO01) is
similar and Orexo plans to perform a clinical study in 2021 to support a 2022 filing.

Valuation

Our valuation remains unchanged at to SEK3.65bn or SEK105.27 per share. Prior to revising our
estimates, we need to see initial in-human data for the drug development programs and initial
market traction for the digital health products. The company ended the year with SEK527m net
cash, which we believe should be sufficient when paired with increasing revenue to support the
current development programs.

Financials

Our financial forecasts remain unchanged. We may update our revenue estimates if COVID-19 has
a greater than expected market impact or if vorvida shows significant early sales.
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Exhibit 2: Financial summary
SEKm

Year end 31 December

INCOME STATEMENT

Revenue

Cost of Sales

Gross Profit

Reported operating profit

Profit before tax (reported)

Reported tax

Profit after tax (reported)

Minority interests

Basic average number of shares outstanding (m)
EPS - basic reported (SEK)

BALANCE SHEET
Fixed assets

Intangible assets
Tangible assets
Investments & other
Current assets

Stocks

Debtors

Cash & cash equivalents
Other

Current liabilities
Creditors

Short-term borrowings
Other

Long-term liabilities
Long-term borrowings
Other long-term liabilities

CASH FLOW
Operating cash flow before WC and Tax
Working capital
Exceptional & other

Tax

Net operating cash flow
Capex
Acquisitions/disposals
Equity financing

Other

Net cash flow

Opening net debt/(cash)
Other

Closing net debt/(cash)

Source: Orexo reports, Edison Investment Research
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2014
IFRS

5703
(1074)
462.9
(25.0)
(52.6)
4.0)
(56.6)
0.0

33.0
(1.73)

2015
IFRS

6433
(136.1)
5073
(169.0)
(191.1)
(6.9)
(198.0)
0.0

340
(5.74)

185.9
159.1
47
241
830.4
398.9
2334
198.1
0.0
(251.6)
0.0
0.0
(251.6)
(4983
(494.4
(3.9

(124.7)
17.2
(1)

6.9

(102.2)
4.1)
2138

38
0.0
(80.7)
2093
(6.3)
296.3

2016
IFRS

7059
(149.6)
5563
517
356
(6.5)
290
0.0

35.0
0.84

185.1
1382
22.1
2438
8337
3442
1785
282.4
286
(309.5)
0.0

0.0
(309.5)
(399.0
(3978
(1.3

60.0
88.7
0.0
75
156.2
0.5
5.0
22
0.0
163.9
296.3
17.0
1154

2017
IFRS

6437
(164.4)
4793
574
297
(6.5)
232
0.0

35.0
0.67

1765
1210
20.1
354
827.4
250.2
249.3
3279
0.0
(349.9)
0.0

0.0
(349.9)
(324.9
(319.1
(5.8

108.1
385
0.0
0.0
1466
(1.6)
0.0
0.1
0.0
145.1
1154
(209)
(8.8)

2018
IFRS

783.1
(1718)
6113
958
922
457
1379
7.0

34.6
3.99

2274
1039
200
1032
1,059.5
1736
296.1
589.8
0.0
(483.4)
0.0

0.0
(483.4)
(3271
(32056
(6.5

109.8
14.4
0.0
18.1
242.0
(3.6)
(2.5)

0.0
2358
8.8)
246
(269.2)

2019
IFRS

8448
(105.6)
7392
2312
2279
(8.8)
219.1
(34)

34.9
6.33

279.9
139
220
1439
12212
1318
2726
816.8
0.0
(461.1)
0.0

0.0
(461.2)
(3336)
(289.6)
(44.0)

240.3
384
0.0
122
290.9
(26.4)
00
2.0
(55.8)
2108
(269.2)
472
(527.2)

2020e
IFRS

7754
(74.8)
7006
164.1
2003
(6.0)
1943
0.0

34.6
5.62

2043
1056
449
1439
1,396.5
156.1
2314
1,009.0
0.0
(461.2)
0.0

0.0
(461.2)
(3336
(2896
(44.0

2022
16.9
0.0
6.0
2252
(33.0)
0.0
0.0
0.0
1922
(527.2)
0.0
(719.4)

2021e
IFRS

91856
(825)
836.1
199.3
2455
(74)
238.1
0.0

34.9
6.82
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95.4
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1439
16114
1615
2718
1,178.1
0.0
(461.2)
0.0

0.0

(461.2)

(3336
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2467
(45.9)
0.0

74
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(888.5)
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This report has been commissioned by Orexo and prepared and issued by Edison, in consideration of a fee payable by Orexo. Edison Investment Research standard fees are £49,500 pa for the production and broad
dissemination of a detailed note (Outlook) following by regular (typically quarterly) update notes. Fees are paid upfrontin cash without recourse. Edison may seek additional fees for the provision of roadshows and related
IR services for the client but does not get remunerated for any investment banking services. We never take payment in stock, options or warrants for any of our services.

Accuracy of content: All information used in the publication of this report has been compiled from publicly available sources that are believed to be reliable, however we do not guarantee the accuracy or completeness of
this report and have not sought for this information to be independently verified. Opinions contained in this report represent those of the research department of Edison at the time of publication. Forward-looking information
or statements in this report contain information that is based on assumptions, forecasts of future results, estimates of amounts not yet determinable, and therefore involve known and unknown risks, uncertainties and other
factors which may cause the actual results, performance or achievements of their subject matter to be materially different from current expectations.

Exclusion of Liability: To the fullest extent allowed by law, Edison shall not be liable for any direct, indirect or consequential losses, loss of profits, damages, costs or expenses incurred or suffered by you arising out or in
connection with the access to, use of or reliance on any information contained on this note.

No personalised advice: The information that we provide should not be construed in any manner whatsoever as, personalised advice. Also, the information provided by us should not be construed by any subscriber or
prospective subscriber as Edison’s solicitation to effect, or attempt to effect, any transaction in a security. The securities described in the report may not be eligible for sale in all jurisdictions or to certain categories of
investors.

Investment in securities mentioned: Edison has a restrictive policy relating to personal dealing and conflicts of interest. Edison Group does not conduct any investment business and, accordingly, does not itself hold any
positions in the securities mentioned in this report. However, the respective directors, officers, employees and contractors of Edison may have a position in any or related securities mentioned in this report, subject to
Edison's policies on personal dealing and conflicts of interest.

Copyright: Copyright 2020 Edison Investment Research Limited (Edison).

Edison Investment Research Pty Ltd (Edison AU) is the Australian subsidiary of Edison. Edison AU is a Corporate Authorised Re presentative (1252501) of Crown Wealth Group Pty Ltd who holds an Australian Financial
Services Licence (Number: 494274). This research is issued in Australia by Edison AU and any access to it, is intended only for "wholesale clients" within the meaning of the Corporations Act 2001 of Australia. Any advice
given by Edison AU is general advice only and does not take into account your personal circumstances, needs or objectives. You should, before acting on this advice, consider the appropriateness of the advice, having
regard to your objectives, financial situation and needs. If our advice relates to the acquisition, or possible acquisition, of a particular financial product you should read any relevant Product Disclosure Statement or like
instrument.

The research in this document is intended for New Zealand resident professional financial advisers or brokers (for use in their roles as financial advisers or brokers) and habitual investors who are “wholesale clients” for the
purpose of the Financial Advisers Act 2008 (FAA) (as described in sections 5(c) (1)(a), (b) and (c) of the FAA). This is not a solicitation or inducement to buy, sell, subscribe, or underwrite any securities mentioned or in the
topic of this document. For the purpose of the FAA, the content of this report is of a general nature, is intended as a source of general information only and is not intended to constitute a recommendation or opinion in
relation to acquiring or disposing (including refraining from acquiring or disposing) of securities. The distribution of this document is not a “personalised service” and, to the extent that it contains any financial advice, is
intended only as a “class service” provided by Edison within the meaning of the FAA (i.e. without taking into account the particular financial situation or goals of any person). As such, it should not be relied upon in making
an investment decision.

This document is prepared and provided by Edison for information purposes only and should not be construed as an offer or solicitation for investment in any securities mentioned or in the topic of this document. A
marketing communication under FCA Rules, this document has not been prepared in accordance with the legal requirements designed to promote the independence of investment research and is not subject to any
prohibition on dealing ahead of the dissemination of investment research.

This Communication is being distributed in the United Kingdom and is directed only at (i) persons having professional experience in matters relating to investments, i.e. investment professionals within the meaning of Article
19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005, as amended (the "FPQ") (ii) high net-worth companies, unincorporated associations or other bodies within the meaning of Article 49
of the FPO and (iii) persons to whom it is otherwise lawful to distribute it. The investment or investment activity to which this document relates is available only to such persons. Itis not intended that this document be
distributed or passed on, directly or indirectly, to any other class of persons and in any event and under no circumstances should persons of any other description rely on or act upon the contents of this document.

This Communication is being supplied to you solely for your information and may not be reproduced by, further distributed to or published in whole or in part by, any other person.

Edison relies upon the "publishers' exclusion” from the definition of investment adviser under Section 202(a)(11) of the Investment Advisers Act of 1940 and corresponding state securities laws. This report is a bona fide
publication of general and regular circulation offering impersonal investment-related advice, not tailored to a specific investment portfolio or the needs of current and/or prospective subscribers. As such, Edison does not
offer or provide personal advice and the research provided is for informational purposes only. No mention of a particular security in this report constitutes a recommendation to buy, sell or hold that or any security, or that
any particular security, portfolio of securities, transaction or investment strategy is suitable for any specific person.
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