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This presentation may contain certain forward-looking statements and forecasts based on our current expectations and beliefs
regarding future events and are subject to significant uncertainties and risks since they relate to events and depend on
circumstances that will occur in the future. Some of these forward-looking statements, by their nature, could have an impact on Hansa
Biopharma’s business, financial condition and results of operations [or that of its parent, affiliate, or subsidiary companies]. Terms
such as “anticipates”, “assumes”, “believes”, “can”, “could”, “estimates”, “expects”, “forecasts”, “intends”, “may”, “might”, “plans”,
“should”, “projects”, “will”, “would” or, in each case, their negative, or other variations or comparable terminology are used to identify
forward-looking statements. There are a number of factors that could cause actual results and developments to differ materially from
those projected, whether expressly or impliedly, in a forward-looking statement or affect the extent to which a particular projection is
realized. Such factors may include, but are not limited to, changes in implementation of Hansa Biopharma’s strategy and its ability to
further grow; risks and uncertainties associated with the development and/or approval of Hansa Biopharma’s product candidates;
ongoing clinical trials and expected trial results; the ability to commercialize imlifidase if approved; changes in legal or regulatory
frameworks, requirements, or standards; technology changes and new products in Hansa Biopharma’s potential market and industry;
the ability to develop new products and enhance existing products; the impact of competition, changes in general economy and
industry conditions and legislative, regulatory and political factors.

The factors set forth above are not exhaustive and additional factors could adversely affect our business and financial performance.
We operate in a very competitive and rapidly changing environment, and it is not possible to predict all factors, nor can we assess the
impact of all factors on our business or the extent to which any factor, or combination of factors, may cause actual results to differ
materially from those contained in any forward-looking statements. Given these risks and uncertainties, investors should not place
undue reliance on forward-looking statements as a prediction of actual results.

Hansa Biopharma expressly disclaims any obligation to update or revise any forward-looking statements to reflect changes in
underlying assumptions or factors, new information, future events or otherwise, and disclaims any express or implied representations
or warranties that may arise from any forward-looking statements. You should not rely upon these forward-looking statements after the
date of this presentation.

Forward-looking statements
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Pierre-Henri Patin M.D
VP Commercial Operations Europe

>20 years of Pharma Experience with more than 15 
years in Biotech International Leadership roles

§ M.D. degree from Paris Descartes University Paris, France
§ 5 years experience at Celgene with GM roles
§ 9 years at Vertex International as Regional VP

Joined Hansa Biopharma in December 2020



lastKey milestones achieved 
during the last 12 months
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January
2022

Agreement with AskBio to 
evaluate feasibility of 

imlifidase ahead of gene 
therapy in Pompe disease

February March

Market access 
granted in France 

through a reimbursed 
Early Access Program

Results of the Phase 2 
study of imlifidase in 

patients with anti-GBM) 
disease published in 

Journal of the American 
Society of Nephrology

Pricing and 
reimbursement 

achieved for 
Idefirix® in Germany

Marketing 
authorization in 

Israel for Idefirix®

(imlifidase)

April May

Temporary marketing 
authorization granted in 

Switzerland

June July

NICE recommends use 
of Idefirix®

USD 70m non-dilutive 
financing transaction, 

extending Hansa’s cash 
runway through 2024 

First patient enrolled in 
the EU post approval 
efficacy study (PAES)

August September

ESOT guidelines published in 
Transplant International

Poland
Positive reimbursement 

decision for Idefirix®

Great Place to Work® for 
third consecutive year 

October November December

Announcement of plans 
to initiate a clinical study 
with imlifidase as a pre-
treatment to Sarepta’s 

SRP-9001 gene therapy 
in DMD in 2023

Scotland
Positive reimbursement 

decision for Idefirix®

Announcement of 
positive topline 
data from the 

imlifidase phase 2 
study in AMR

Pricing and  
reimbursement  

granted for Idefirix for 
use in Italy

Successful 
execution of a 
directed share 

issue of 
SEK 416m 

(USD ~40m)

Pricing and  
reimbursement  

granted for Idefirix 
for use in Czech 

Republic

Completion of preclinical 
work with next generation 
enzyme candidate (HNSA 

5487)



Highly sensitized 
patients that are 

likely to be 
transplanted with 

a compatible 
donor

Highly sensitized 
patients unlikely 

to be transplanted 
under available 
KAS, including 

prioritization 
programs

Idefirix® (imlifidase) has received conditional 
approval in the European Union

Idefirix® is indicated for
desensitization treatment of highly sensitized adult kidney 
transplant patients with positive crossmatch against an available 
deceased donor.
The use of Idefirix® should be reserved for patients unlikely to be 
transplanted under the available kidney allocation system 
including prioritization programs for highly sensitized patients

10-15% of patients1,2

Non or less sensitized 
(cPRA < 20%)

Moderately sensitized
(20% < cPRA  < 80%)

Highly sensitized
(cPRA > 80%)

Low 
complexity 
transplants

Higher 
complexity 
transplants

15-20% of patients1,2~70% of patients1,2

Potential 
patients

5 1 EDQM. (2020). International figures on donation and Transplantation 2019
2 SRTR Database and individual assessments of allocation systems

Actual patient has 
given consent to  
provide images 



14,827

15,561

17,406

18,410

19,519

5,811

6,442

6,867

5,234

5,971

2017

2018

2019

2020

2021

19,510

20,097

20,287

15,999

7,565

7,820

7,766

5,824

2017

2018

2019

2020

2021

Deceased Donor Transplants Living Donor Transplants

The kidney transplantation landscape 
in Europe and the U.S.

U.S. annual transplantations

Source: Global Observatory on Donation and Transplantation, http://www.transplant-observatory.org/

~170,000 kidney 
patients waiting for 

a transplant

~50,000 sensitized 
patients (cPRA

above 20%)

~25,000 highly 
sensitized patients 
(cPRA above 80%)

23 644

24 273

22 003

20 638

21 826

28 053

27 917

27 075

Total 

~50,000 transplants done annually in the U.S. and EuropeUp to 15% of patients waiting for a new kidney are highly sensitized

YoY

3%*

10%

4%

7%

22%*

1%

2%

3%

5Y avg 23 210

5Y avg ~25 900Europe annual transplantations

Source: The U.S. Department of Health and Human Services and .irodat.org

Breakdown of the kidney transplant 
waitlist in U.S. and EU  

~12,000 with cPRA
above 98%

~5,000 with cPRA
above 99,9%)

6 *Reported to be impacted 
by the COVID-19 pandemic

~24 700 13%

25 490 8%

~17 300 ~7 400

http://www.transplant-observatory.org/


Market access has now been secured in 11 European countries and procedures are 
ongoing in nine countries including Spain as the last of the five major European markets

Positive reimbursement decisions received in four of 
the five largest markets including Italy, U.K., Germany 
and France (early access)

1Annual kidney transplantations 2019 (pre-Corona)
*Transplantation data is from Global Observatory on Donation and Transplantation, 2019
**Pricing & reimbursement obtained in France on an early access basis

3,649
transplants1

3,423
transplants1

2,132
transplants1

3,643
transplants1

** 

2,139
transplants1

Territories covered commercially 
by Medison Pharma

Reimbursed Early Access Program

Pricing & reimbursement obtained 
(country or clinic level)

Health Technology Assessments 
(HTA) dossiers submitted
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The European Society for Organ Transplantation’s (ESOT) guidelines 
for desensitization treatment of highly sensitized patients published in 
Transplant International in August 2022
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Guidelines represent first international consensus on a
management pathway for highly sensitized patients
• The European guidelines document is a result of an expert working
group, led by Professor Nizam Mamode M.D. Professor of Transplant
Surgery, previously at Guys and St Thomas Hospital, London, and
supported by other leading experts in the transplantation field.1

• Guidelines include imlifidase and provide a new clinical practice tool
for healthcare professionals and represent the first international
consensus on a management pathway for highly sensitized patients.

• Guidelines articulate the variability in definitions, approaches,
outcomes as well as the perceived success of HLA-related
transplantations

• Hansa Biopharma sponsors desensitization workstream as part of
ESOT’s educational programs, via an educational grant

https://www.frontierspartnerships.org/articles/10.3389/ti.2022.10511/full
Transplant International

1Mamode N, Bestard O, Claas F, Furian L, Griffin S, Legendre C, Pengel L and Naesens M (2022)  European Guideline 
for the Management of Kidney Transplant Patients With HLA Antibodies: By the European Society for Organ 
Transplantation Working Group. Transpl Int 35:10511. doi: 10.3389/ti.2022.10511

https://www.frontierspartnerships.org/articles/10.3389/ti.2022.10511/full


Build the foundation for Idefirix® in 
EU to become a new Standard of Care

Sales initially remain “low and volatile” 
between quarters during the initial launch 
years until early positive experiences are 

generated for Idefirix® to become a new SoC

Initial years of commercialization

• Commercialize in early-launch countries focusing 
on leading clinics and early adopters

• Secure Pricing and Reimbursement agreements
• Ensure clinical readiness and KOL engagement
• Implement new medical guidelines through ESOT 
• Increase awareness on unmet need through KOL 

engagement, patient organizations and medical 
conferences

• Initiate post approval study in Europe to support 
full approval and establish long-term outcomes

Mid term Longer term

Expanding internationally will lead to 
more accelerated growth mid term

Potential label expansion will enable 
new growth pockets longer term 

Our center focused and sequenced launch process will help build the 
foundation for Idefirix® to become a new Standard of Care in transplantation

• Leverage experience to scale Idefirix in Europe with 
early-launch centers and in the five largest markets after 
completing market access

• Launch in the U.S. following completion of the ConfIdeS
study and FDA approval

• Expand to select markets and regions beyond core 
markets in EU and the U.S. through partnerships

• Full marketing authorization in Europe
• Support patient and organ access for highly 

sensitized patients 

• Commercialize in AMR in kidney upon potential approval 
• Potentially expand into living donor transplantation
• Potentially expand into other solid organ transplantations 

such as heart and lung pre- and post transplantation (AMR)

1 2 3

“Low initial uptake and volatile growth” “More accelerated growth’
Expand broader and 

internationally

“Growth from pursuing new opportunities”
Potentially enable label expansionsC
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Illustrative

Idefirix® is the first and only approved treatment in Europe for desensitization treatment of highly sensitized kidney transplant 
patients. The long-term market uptake is highly dependent on successful early experiences in key early adopter centers



15.7
64.315.0

86.7

2020 2021 2022

Revenue recognition from 
AskBio and Sarepta

1.1 0.8 0.8 0.7 1.35.3 5.2 6.2

43.7

9.29.0
24.2 19.5

22.7

20.3

Q4'21 Q1'22 Q2'22 Q3'22 Q4'22

SE
Km

Revenue (Q/Q)
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Total 2022 revenue of SEK 155m; 
Q4 2022 Revenue amounted to SEK 31m 
including SEK 20m in product sales

Axis-Shield

Axis-Shield

Revenue recognition from 
AskBio and Sarepta

Product sales

154,5

Product sales

SE
Km

15,4

30,3
26,4

Revenue (12M/12M)

33,9

67,1

6,1

30,8




