
1

Promising 
start to 2022

April 28th

2022

Q 1  2 0 2 2  I N T E R I M  R E P O R T  1

Orexo supports the UN’s 
Agenda 2030 with a focus on:
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• This presentation, which is personal to the recipient, has been prepared and produced by Orexo AB (publ) (“Orexo”) solely for the benefit of investment analysis and 
may not be used for any purpose other than assessment of investments concerning Orexo. Unless otherwise stated, Orexo is the source for all data contained in this 
presentation. Such data is provided as at the date of this presentation and is subject to change without notice.

• This presentation does not constitute or form part of, and should not be construed as, an offer or invitation for the sale of or the subscription of, or a solicitation of any 
offer to buy or subscribe for, any securities, nor shall it or any part of it or the fact of its distribution form the basis of, or be relied on in connection with, any offer, 
contract, commitment or investment decision relating thereto, nor does it constitute a recommendation regarding the securities of Orexo

• The shares of Orexo have not been registered under the U.S. Securities Act of 1933, as amended (the “Securities Act"), and may not be offered or sold in the United
States (as such term is defined in Regulation S under the Securities Act) except pursuant to an exemption from, or a transaction not subject to, the registration
requirements of the Securities Act or unless registered under the Securities Act.

• The information in this presentation has not been independently verified. No representation or warranty, express or implied, is made as to, and no reliance should be
placed on, the fairness, accuracy or completeness of the information or opinions contained herein. None of Orexo, any of its shareholders, or any of their respective
subsidiary undertakings or affiliates or any of such person’s directors, officers or employees, advisers or other representatives, accepts any liability whatsoever
(whether in negligence or otherwise) arising, directly or indirectly, from the use of this presentation or otherwise arising in connection therewith.

• This presentation includes forward-looking statements. These forward-looking statements involve known and unknown risks, uncertainties and other factors, which
may cause our actual results, performance, achievements or industry results to be materially different from those expressed or implied by these forward-looking
statements. Forward-looking statements speak only as of the date of this presentation and Orexo expressly disclaim any obligation or undertaking to release any update
of, or revisions to, any forward-looking statements in this presentation as a result of any change in our expectations or any change in events, conditions or
circumstances on which these forward-looking statements are based.

• This presentation is not a prospectus in accordance with the Swedish Financial Instruments Trading Act (Sw. lagen (1991:981) om handel med finansiella instrument) or
any other Swedish laws or regulations. Neither the Swedish Financial Supervisory Authority (Sw. Finansinspektionen) nor any other Swedish regulatory body has
examined, approved or registered this presentation.

Legal disclaimer
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Making progress – key business achievements

HQ & Pipeline US Pharma Digital Therapeutics

ZUBSOLV® reimbursed by NY 
Medicaid as of March 22 

Access to the fastest growing 
Public segment increased, from 
42% in Q4 to 48%

modia™ enable our sales force 
to improve quality and length 
of sales calls with ZUBSOLV® 
customers

Continued, but slow, progress in 
prioritized accounts

Monitoring & adaption to 
increased legislative 
reimbursement actions

250 modiaONE patients since 
start in late February and total 
DTx users now exceed 1,800  

OX124 approaching NDA filing 
with FDA expected Q4

OX640 – on track to initiate 1st

human trial starting Q3 and 
continued improving stability 

First shipment of ZUBSOLV® EU 
to Accord Healthcare 
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Revenues grew across the line of all drugs, supported by FX tailwinds 

& favorable price development

Good cost control and increased synergies between US Pharma & DTx

Improved profitability led by US Pharma and increased revenues from 

partners

Continued solid cash position, SEK 438 m with negative cash flow 

primarily from changes in working capital 

2022 outlook updated, incl. lower FY OPEX  
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Making progress – key 
financial achievements
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Business update

US Pharma
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ZUBSOLV® -

new market 

access 

agreement in 

NY Medicaid 
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Operational update High level comments to demand

• Demand declined with 3.6%2 QoQ, with nearly all 
decline during the first weeks of 2022

• Commercial segment and UHG & Humana in 
particular continues to impact overall demand 
negatively 

• Several growing accounts in Q1 e.g. Caremark (5%), 
Ascent Medicare (ESI & Cigna) (11%), Kentucky (5%)

 ZUBSOLV® added to preferred 
NY Medicaid formulary from 
March 22nd increasing access in 
public segment to 48%

 Commercial market share in 
NY in Q1 was 10.2%1 compared 
to Medicaid with ~0.5% 

 Increased investment in FF 
from April in NY

 Field force continue with 
MODIA™ awareness campaign 
and initiated modiaONE trial 
campaign to ZUBSOLV® 
customers in February

 Continued limitations in access 
to physicans compared with 
pre-covid levels

Dec-21
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ZUBSOLV® weekly NTRx

R4W NTRx NTRx

Seasonal effect due
to new calendar year

and reset of copay

1 Includes UHG and Humana, 7.2% marketshare if these are excluded
2 Weekly trend, decline is 5% when including impact from two less calendar days in Q1 compared to Q4



Multiple drivers 
for future growth
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Volume sales, quarterly NTRx

6% total market growth YoY, but

slight negative development QoQ

Q1 seasonal effect due to reset of co-pay and fewer
calendar days
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Q4 - Q1

Improved market access for 
ZUBSOLV® with Public access 
increasing to 48%(42%) and a 
slight decrease in 
Commercial at 98% (99%)

The launch of MODIA™ will 
open up new market 
segments and is highly 
complementary to ZUBSOLV®

Covid-19 effects likely to 
diminish improving patient 
access to care and Q2-Q4 
historically with improving 
growth rates

1

3

Multiple comprehensive 
activities on-going on federal 
and state levels to enable 
more patients access to 
treatment

2

4
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Business update

HQ & Pipeline
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An exciting pipeline 
materializing....

Note: product image for OX125 is a prototype
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Opioid overdose rescue medication, OX124 and OX125

• Significant health issue in the US with >105.000 deaths from overdose last 12 
months

• Current US market exceeding 400 MUSD 
• OX124 clinically differentiated to market leader and Gx of market leader
• OX124 on track to be filed with FDA H2 2022

Emergency treatment of allergic reactions, OX640

• >2 BUSD global market and growing
• Market dominated by expensive auto-injectors like EpiPen®
• OX640 with excellent stability data compared to all other products1

• First clinical trial on track to be initiated in Q3 2022

1 Based on publicly available data



12

….latest with OX-MPI granted orphan drug 
designation
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Systemic sclerosis, OX-MPI (GS-248)

• 2.5 million patients globally lacking access to effective treatment
• OX-MPI(GS-248) granted orphan drug status for treatment of

systemic sclerosis
• Phase II clinical trial expected to finalize during 2022
• Gesynta Pharma acquired all rights to the project in 2017, 

but Orexo maintain right to a tiered double digit share of future revenues1

1 Orexo share of revenues will depend on the commercialization model for OX-MPI (GS-248)
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• Based on the novel proprietary powder 

technology 4-period cross-over, comparative 

bioavailability study

• Showed a significantly faster & higher 

absorption of naloxone vs intramuscular 

dosing with a injection reference product

2021 20232022
• Commercial supply 

chain established

• 12-month stability study 
initiated

• Pivotal study

• Stability study finalized (H2)

• Filing New Drug Application 

with FDA (H2)

• US launch late H2

OX124 – continue to progress towards planned 
filing with the FDA H2 2022

Q4
Positive outcome from 

pivotal trial – study met 

primary endpoints

Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ H Q  &  P I P E L I N E



14

Orexo internal platform building on the 
amorphOX™ technology

0 30 60 90 120 150 180Time (min)

Plasma concentration from clinical trial

Traditional liquid
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100%

Amount of API

 Excellent stability even under 

accelerated conditions and proven 

to work on a broad scope of API’s

 Superior pharmacokinetic 

properties with more rapid onset, 

higher peak and overall exposure, 

lower variability

 Three granted US patents and 
several patent applications have 
been filed with potential 
protection until 2042 

Years



15

Q 1  2 0 2 2  I N T E R I M  R E P O R T 15

 Subsection of digital 
health

 Evidence-based 
therapeutic 
intervention 

 Prevent, manage, or 
treat a medical 
disorder or disease

 Particularly 
applicable in the 
mental illness & 
addiction space 

 Standalone or along 
with pharma 
treatment 

 Available 24/7 

DTx in brief

Business update 

Digital 
Therapeutics (DTx)



Remote Therapeutic
monitoring code and CPT code

Q4 2021

• Code enabling reimbursement of
certain DTx allowing remote monitoring
of patients

• Approved for reimbursement by CMS 
(Medicaid and Medicare)

• Implementation January 2023

Healthcare Common Procedure
Coding System (HCPCS)

Q1 2022

• HCPCS code enable reimbursement of
FDA cleared prescription digital 
therapies (510K approved)

• HCPCS code is available now, but
require reimbursement decisions by 
individual insurance companies

• Relevant for modia™ when 510K 
approval is obtained

The Access to Prescription
Digital Therapeutics Act

Q1 2022

• Bi-partisan proposed bill introduced to 
both chambers of the US congress

• If receiving sufficient support the bill 
will enable coverage of prescription
digital therapeutics (510K approved) for 
Medicare and Medicaid patients

• Relevant for modia™ when 510K 
approval is obtained

16

Good progress on federal level to improve access 
and reimbursement of DTx

Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ D T X



17

Orexo has worked
intensively to gain
awareness and 
experience from 
physians, clinic staff
and patients of our DTx

>1800 users of one of the DTx in Orexo
sponsored early access programs
• Healthcare staff at large healthcare

providers e.g. Trinity Health and Benefis
• Nurses through nurse associations 
• Medical students through collaboration

with universities
• Consumers buying access to VORVIDA® or 

DEPREXIS®

>500 users of modiaTM through
modiaONE and clinical trial 
• >250 users of modia from OUD clinics

in the modiaONE program since
launch in late February

• 268 enrolled patients in modia clinical
trial

 Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ D T X
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2021 H2Q2
• Developing proprietary back-

office system to manage 
reimbursement and payment 
processes

• Initiating modia™ clinical trial

• Partnering with Trinity Health 
(ND) to develop treatment 
program and reimbursement 
pathways

• Unsuccessful test of direct to 
consumer marketing in social 
media 

• Individual clinics found 
reimbursement pathways too 
complex 

DTx establishing a platform for 
commercial success

Q1
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• Work with federal initiatives 
to expand access to digital 
therapies

• Continue to work with Trinity 
Health (ND) to address 
administrative hurdles

• Expand customer pipeline of 
health distribution networks 
and payers

• Initiate modiaONE and 
modia™ awareness campaign 
explaining majority of OPEX

• All direct to consumer 
promotion stopped and 
reduction in admin support 

• First commercial patients 
processed by Trinity Health 
(ND)

• Leverage Trinity Health 
treatment programs and 
reimbursement model to 
onboard more customers

• Continue the effort to secure 
feasible reimbursement 
pathways

• Work with selected OUD 
clinics to test reimbursement 
model for modia™

• Continue to develop 
collaboration with Sober Grid, 
Justmiine and E-HBS 

• Pull-through customer 
partnerships with Trinity 
Health and other new 
customers i.e. local 
promotion

• Expand pipeline of 
customers

• Continued focus on evolving 
and broadening of 
reimbursement pathways

• Finalization of modia™ trial
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Financial 
& legal
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31 2 4
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ZUBSOLV® sales grew 9.7 percent YoY

 ZUBSOLV® Net sales grew YoY with 

9.7% primarily due to positive 

payer mix and favorable GTN 

supported by FX

 First shipment to 

Accord Healthcare

CommentsNet revenues per segment SEK 
m

Q1 2022 Q1 2021
Jan - Dec

2021

ZUBSOLV® US 139.1 126.8 522.7
US Pharma – Total 139.1 126.8 522.7

DTx 0.2 0.2 1.1

DTx – Total 0.2 0.2 1.1

Abstral® royalties 12.4 2.7 32.1

Edluar® royalties 3.2 2.6 9.1

ZUBSOLV® – ex US 4.6 — —

HQ & Pipeline – Total 20.1 5.3 41.2

TOTAL 159.4 132.3 565.0

US Pharma 
net revenue 
Q122 vs Q421 

Q1 2022Q4 2021 Open1 Non-reimbursed1 Net Price/Mix/GTNUHG & Humana1 Stocking Adjustments FX

139.1

133.6 4.1%

1 Estimated change in demand by segment, based on Net Sales development during the quarter, IQVIA demand data, 
institutional sales and claims data from insurance companies

-3.4% in 
demand in open 
segment 

-0.5% in demand 
in Non-
reimbursed 

-2.5% in 
demand in 
UHG & 
Humana 

Higher wholesaler 
inventory 
destocking of SEK 
3.8 million

Positive return 
adjustment, 
impact SEK 4.1 
million

Payer mix and 
favorable GTN,
impact SEK 6.3 
million

Positive FX 
impact:

USD/SEK AVG:

• Q4/21: 8.9

• Q1/22: 9.4-1.6% growth in local 

currency

Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ F I N A N C I A L  &  L E G A L
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Income statement SEK m Q1 2022 Q1 2021 Jan - Dec
2021

Net revenues 159.4 132.3 565.0

Cost of goods sold (COGS) -27.5 -19.2 -78.9

Gross Profit 131.9 113.1 486.1

Selling expenses -41.6 -68.7 -280.4

Administrative expenses -33.0 -28.6 -151.5

Research & development expenses -72.0 -55.6 -272.3

Other operating income & expenses 1.5 3.0 4.0

Operating Costs -145.1 -149.9 -700.2

EBIT -13.2 -36.8 -214.1

Net financial items -1.9 4.7 -8.4

EBT -15.1 -32.1 -222.5

Tax -8.5 0.6 -1.0

Net profit/loss -23.6 -31.5 -223.5

EBITDA 2.8 -23.9 -161.0

ZUBSOLV® COGS higher due to a negative FX impact 

OPEX lower due to 
• decreased selling expenses in US Pharma & in DTx
• lower legal expenses
• above partly offset by costs for MODIA™ study & 

OX124 development

ZUBSOLV® US EBIT contribution of USD 8.9 m (7.9)

• EBIT Margin of 60.4% (52.2%) supported by increased 
allocation of resources to DTx for MODIA™

Comments

Investing in future growth drivers

Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ F I N A N C I A L  &  L E G A L
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Cash Flow SEK m Q1 2022 Q4 2021 Q1 2021 Jan - Dec
2021

Operating earnings -13.2 -64.1 -36.8 -214.1

Interest received 0.0 0.0 0.0 0.0

Interest paid -4.7 -4.9 -8.5 -22.9

Income taxes paid 1.9 5.1 -1.8 8.2

Adjustment for non-cash items -6.8 26.4 -34.7 -16.8

Cash flow from operating activities 
before change in working capital

-22.8 -37.5 -81.7 -245.5

Change in inventories 19.3 4.5 7.1 27.8

Change in receivables -22.2 -46.1 46.2 -21.8

Change in current liabilities -35.9 -1.5 -19.4 10.6

Change in working capital -38.8 -43.1 33.9 16.5

Cash Flow from operating activities -61.6 -80.6 -47.8 -229.0

 SEK 22.8 m negative contribution from operating 
activities before changes in working capital

 Changes in working capital had a negative impact of SEK 
38.8 m  primarily due to increased A/R explained by 
later timing of sales to wholesalers and by decreased 
current liabilities explained by timing in payment of 
rebates and to lesser degree by annual bonus pay-out 
primarily in the US. This was partly offset by decreased 
inventories.

Comments Q1 2022

Cash flow from operating activities
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Legal 
update –
no changes 
during Q1 No changes in Q1

 9 patents listed in 
the Orange Book

 Expiring dates Dec 2027 
– Sep 2032

 Previously successfully 
managed to defend 
ZUBSOLV® IP rights in 
the US appeal court

ZUBSOLV® patent 

dispute vs Sun

Therapueutics

No changes in Q1

 Very limited activities in Q1

 No additional information 
received since issuance of 
subpoena July 2020

Subpoena 

with regards to 

ZUBSOLV®
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Updated 
financial 
outlook

Based on USD/SEK exchange 
rate as of March 2022

Key market 
development

Due to the continuing pandemic the 
buprenorphine/naloxone market will show a 
growth pace in line with 2021, and reach a level 
of 5-8 percent

Reaffirmed

Lead product net 
sales

ZUBSOLV® net sales in USD will decline slightly 
in H1 2022 vs H2 2021. In H2 ZUBSOLV® net 
sales in USD will increase comparing to H1.

Revised

Group OPEX OPEX will decline from 2021 to 650-700 MSEK 
with the current business plans and activity 
level in legal processes

Revised

US Pharma EBIT US Pharma EBIT will exceed 50% on a full year 
basis

Reaffirmed

Metric Outlook 2022 Reaffirmed/revised
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Future 
value drivers
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Why Orexo?

 SEK 84 m in EBIT 
contribution Q1 and 42 
quarters left to patent 
expires for ZUBSOLV®

 Significantly strengthened 
market access last 12 
month despite Gx
competition

 Outstanding performance 
in securing market access in 
low priced Gx market, 
which is key to all future 
product launches  

Profitable US 

Pharma

Unique 

pharmaceutical 

pipeline and 

technology

 Developed an entirely new 
and unique drug delivery 
technology, amorphOX™ 
attracting interest from 
leading biotech companies

 OX124, with a clearly 
differentiated profile to 
market leader in >440 
MUSD opioid overdose 
rescue medication market

 OX640 with a superior 
stability to any other 
epinephrine product1 and 
soon clinical data

 Patent protection of 
amorphOX™ covering 
multiple other APIs

 Digital health market is in 
it’s early stages, but 
significant progress in 
establishing reimbursement

 Established a proprietary 
technical infrastructure to 
manage reimbursement 
processes in the US for DTx

 Excellent customer 
feedback from the >1800 
initial users of our DTx

 Intimate partnership with 
large healthcare provider to 
develop treatment program 
and reimbursement 
pathways

Pioneer in digital 

therapies

Q 1  2 0 2 2  I N T E R I M  R E P O R T  ▪ F U T U R E  V A L U E  D R I V E R S

1 Based on publicly available data
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H1 2023
• ZUBSOLV® launch in Europe

• DTx partnering progression 

• First DTx sales through 
Trinity Health and other large 
health care providers

• DTx sales progression expected 
in Q2

• MODIA™ trial results in H1

• Patent litigation trial in the District 

Court of NJ for ZUBSOLV® in H1

• Approval and launch of OX124 H2

• New projects based on the 

amorphOX™ platform

Several exciting milestones in 2022/ 2023

H2
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• OX124 filing of a new drug application 
with FDA

• OX640 first human exploratory trial

• MODIA™ commercial launch

• DTx partnering and sales progression

• ZUBSOLV® market access 
development in the US

• ZUBSOLV® sales progression in 
Europe



For more information please visit www.orexo.com. 
You can also follow Orexo at Twitter @orexoabpubl,  
LinkedIn and YouTube.

Headquarter Sweden, Orexo AB, P.O. Box 303, 751 05 Uppsala, 
Sweden, E-mail: info@orexo.com, Phone: +46 (0)18 780 88 00
Subsidiary US, Orexo US Inc. 150 Headquarters Plaza East Tower 
Morristown, New Jersey 07960 United States E-mail: info-
us@orexo.com, Phone: +1 (0)855 982 7658

28

http://www.orexo.com/
mailto:info@orexo.com
mailto:info-us@orexo.com

