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Q3 Financials – at a glance
Net Sales 

SEK 147 million

EBITDA (adj)

19% 

Sales growth 

Total 51%
- Organic growth 37 %

- Acquired growth 5 %

- Currency effect 9 %

Thoracic
• Net Sales SEK 91 million 

• Gross margin Disposables 86%

Abdominal
• Net Sales SEK 35 million

• Gross margin Disposables 61%

Services
• Net Sales SEK 21 million

• Gross margin Recoveries 40%
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+23%

Disposable sales

+100%

Disposable sales

+68%

Case revenue

Organic 
Growth

Operating CF

+21m



YTD Financials – at a glance
Net Sales 

SEK 442 million

EBITDA (adj)

18% 

Sales growth 

Total 56%
- Organic growth 39 %

- Acquired growth 6 %

- Currency effect 11 %

Thoracic
• Net Sales SEK 286 million 

• Gross margin Disposables 85%

Abdominal
• Net Sales SEK 96 million

• Gross margin Disposables 65%

Services
• Net Sales SEK 60 million

• Gross margin Recoveries 45%
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+34%

Disposable sales

+71%

Disposable sales

+75%

Case revenue

Organic 
Growth

Operating CF

+28m
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Q3 Highlights
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Positive momentum for XVIVO paradigm 
changing heart technology
US IDE Clinical Trial for Heart preservation has started 
– approved for DCD donor inclusion

• Duke University Hospital has completed the first 
transplant in mid-October

• US FDA grants XVIVO approval to include DCD 
donors 

• Trial center enrollment extended from 15 to 20 
centers

• Patients to be enrolled remains at 141

2nd Historic Xenotransplant

• Congratulations to the University of Maryland 
Medical Center for performing its 2nd historic pig 
heart transplant.
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Positive momentum for XVIVO paradigm 
changing heart technology
Preparing for launch in Europe

• Patient inclusion completed in Q2
• One year follow-up phase – patient outcomes 

being monitored
• Technical and clinical documentation submitted 

to regulatory bodies for CE-mark (MDR): 
• Device, perfusion set, and solution

Great continued interest in Australia/New 
Zeeland

• Continued increases in market penetration, 
approximately 30% YTD

• 5 out of 5 trial sites active via compassionate use 
• Record breaking 8h 48min preservation time
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Kidney Assist Transport status update

Continued introduction in key markets

• Strong user feedback at all launch sites globally
• First installation at a US OPO 
• All DCD kidneys pumped on KAT in the Netherlands
• High interest in device in key markets – still selective 

launch contingent on production scale-up

Operations scale up

• Production scale-up together with 3rd party 
manufacturers to remove capacity constraints

• Moving from clinical set-up to large scale production
• Initial focus on components & final assembly
• Stepwise scale up until large scale production reached 

for Liver, Kidney and Heart



Directed share issue of SEK 440 million

9 Directed share issue of 1,600,000 shares at a subscription price of SEK 275 per share, through which 
XVIVO receives SEK 440 million before deduction of transaction costs

Fully funded to capture the increasing market opportunity and gain global regulatory approvals for 
pipeline technologies

Increased investment in US 
clinical trial infrastructure to 
create an efficient FDA PMA 
regulatory approval process

Fast-track preparation and 
start of the clinical trial & PMA 

regulatory approval process 
for Liver Assist

Scale-up of disposable 
production to ensure delivery 
capacity and decrease in cost 

of goods sold

LiverHeart Operations & Production

Use of Proceeds



Clinical
pipeline
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Clinical Trial Status & Tentative Timeline
Clinical Review & 

Follow-up
Market 

ApprovalPreclinical

• IDE approval in May
• Trial to include 141 patients
• High impact centres engaged 

and sites qualified

Patient enrolment has 
started in October 
2023

• All planned 15 centers were 
active across 8 countries

• All 202 patients enrolled as of 
May 2023

1-year follow-up phase

Commercial launch 
target H1 2024 
pending regulatory 
approval

• Last patient included Q4 2022
• Positive results on first 20 

patients presented at ISHLT

Commercial launch 
pending CE-mark. 
Currently sold under 
special permit

• Breakthrough Device  
Designation by FDA

• Trial design and planning phase
• Investments in organization 

planned for 2023/2024

Finalize planning phase 2023
 Possibility to conduct US heart and 

liver trial simultaneously to accelerate 
time to market



Financial 
Performance Q3
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Net sales and results in Q3
Jul-Sep Jul-Sep YTD YTD

SEK Million 2023 2022 2023 2022

Net sales 147 97 442 284

Sales growth, % 51 % 76 % 56 % 56 %

Whereof organic growth, % 37 % 35 % 39 % 39 %

Gross profit 108 69 328 202

Gross margin, % 73 % 72 % 74 % 71 %

EBIT (adj) 14 -1 42 6

EBIT, % (adj) 10 % -1 % 9 % 2 %

EBITDA (adj) 28 10 81 37

EBITDA (adj), % 19 % 10 % 18 % 13 %

Adj: Adjusted for effect from integration costs. Net adjustment totals SEK -9 (-4) million for the quarter, and SEK -22 (-2) million for the period. 
Adjustments 2024 also included accounting effects from share-based incentive programs and M&A costs.

Organic sales 
growth Q3

37%
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Thoracic – Q3 Highlights

96%

4%

Lung Heart

Net sales by organ

46%

52%

2%

Machine perfusion

Static preservation

Other

Net sales by product 
category

63%12%

25%

Americas

APAC

EMEA

Net sales by 
region

Net Sales 

SEK 91 million (71)
Organic growth disposables

20 % (45 %)
Gross margin disposables

86 % (84)
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New XPS hub 
models launched
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Abdominal – Q3 Highlights

69%

31%

Liver Kidney

Net sales by organ

100%

0%

Machine perfusion

Static preservation

Net sales by 
product category

6% 2%

92%

Americas

APAC

EMEA

Net sales by 
region

Net Sales  

SEK 35 million (14)
Organic growth disposables

100 % (32)
Gross margin disposables

61 % (51)
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Total growth 
disposables, local 

currencies (%)

129



Services –Q3 Highlights

Q3 Net Sales

21m
82

65

1

Hearts
Lungs
Heart-Lung block

Recovery cases Q3

148

16

Case trendNet Sales

Q3 Sales growth

68%
Cases R12

583

Growth R12

17%

Growth YTD

23%

YTD Net Sales 

60m



EBITDA

• R12 Trend continues with 
increased EBITDA

• Primarily driven by increased 
gross profit from increased sales 
volume and ASP

• Continous investments in 
organisation will be made to 
support future growth10
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Cashflow and financial position (Sep 30, 2023)
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Cash flow from 
operating activities

Cashflow from
investing activities

• Cash flow from operating 
activities SEK +25 million (17)

• Investments SEK -28 million (-34)

• Capital raising SEK +430 million after 
transaction cost

• Total Cash flow SEK +424 million (-18)

• Cash position September 30:                  
SEK 594 million (315)
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Q3 Cashflow

R12
+51m

Positive operating cashflow from 
strenghtened EBITDA, despite further spend 
on inventories to meet increasing demand

SEKm

Jul-Sep YTD
SEKm 2023 2023
Total cashflow from 
investments -28 -109

Machine perfusion devices -4 -13

Intangible assets (regulatory 
approvals) -22 -68

Material assets -2 -10

M&A - -18



Outlook
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Long term outlook

• The demand for transplants are x 10 of today’s supply

• Sales value of machine perfusion vs cold static 
storage is ~x 10

• Machine perfusion and service models have proven 
to increase the number of organs used for 
transplantation

• XVIVO has unique, innovative and world leading 
products on the market or in R&D pipeline
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Outlook 2024
• Machine perfusion – continued growth fueled by improved 

transplant outcomes and efficient hub models

• Continued establishment of service models

• Heart – Prepare for commercial launch in Europe and ANZ. 
Accelerate patient inclusion in the US PMA trial

• Liver – IDE submission to the US FDA

• Project to scale up production x 10 with full capacity reach 
in 2025

• Kidney Assist Transport – Continued introduction in the 
US and Europe

• Razor-sharp focus on key priorities
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Nobody should 
die waiting for 
a new organ

Our vision
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