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Forward -looking statements

This presentation may contain certain forward-looking statements and forecasts based on our current expectations and beliefs regarding future events and

are subject to significantuncertainties and risks since they relate to eventsand depend on circumstances that will occur in the future. Someof these forward-

lookingstatements,by their nature, could have an impact on HansaBiopharma®sbusiness, financialcondition and results of operations [or that of its parent,

affiliate,or subsidiarycompanies]. 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®sstrategy and its ability to further grow; risks and uncertainties associated with the

development and/or approval of Hansa Biopharma®sproduct candidates; ongoing clinical trials and expected trial results; the ability to commercialize

imlifidaseif approved; changes in legal or regulatory frameworks, requirements,or standards; technology changes and new products in HansaBiopharma®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,regulatoryand political factors.

The factors set forth above are not exhaustiveand 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 businessor 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,investorsshouldnot place undue reliance on forward-lookingstatementsas a prediction of actual results.

Hansa Biopharma expressly disclaims any obligation to update or revise any forward-looking statements to reflect changes in underlying assumptionsor

factors, new information, future events or otherwise, and disclaims any express or implied representationsor warranties that may arise from any forward-

lookingstatements. You shouldnot rely upon these forward-lookingstatementsafter the date of this presentation.
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Hansa Biopharma ïa commercial stage biotech delivering 
new medicines for rare immunological diseases

© 2024 Hansa Biopharma AB

Å Proprietary 
immunomodulating  

technology platform

Å Seven clinical trials in 

autoimmune, gene therapy, 
transplantation

Å Expansive indication universe 

in rare / ultra rare disease 

COMMERCIAL STAGESCIENTIFIC INNOVATION

Å First and only treatment 
approved for desensitization 

in kidney transplantation

Å Utilization in major EU 

markets and 

Å US BLA submission in 2025

LONG-TERM POTENTIAL

Å Backed by leading specialist 
investors - financing into 2026 

Å Strong IP protections through 

2041

Å Diverse, engaged culture with 

30+ different nationalities 

Å HQ in Lund, Sweden 
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Roadmap to Leadership in Rare Immunological Diseases

ADVANCE 
the science

ü Broaden imlifidase label beyond 

kidney transplantation 

ü Develop next generation IgG 

enzyme for redosing

ü Expand technology platform and 

pipeline into autoimmune & gene 

therapy 

DELIVER 
commercial growth

BUILD
the organization

ü Successfully launch IDEFIRIX 

(imlifidase) in Europe

ü Secure US approval and launch 

ü Seek partnerships to accelerate 

growth & reduce risk

ü Build a focused, agile and 

empowered global organization

ü Expand geographically

ü Deliver priorities within the 

context of Sustainability
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Imlifidase is an innovative, first in class molecule with a proven 
approach to inactivate IgG
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Originates from a bacteria
Streptococcus pyogenes known from 

causing a strep throat infection1

IgG antibody -cleaving enzyme
Interacts with Fc-part of IgG with 

extremely high specificity

Inactivates IgG in 2 -6 hours
Rapid onset of action that inactivates 

IgG below detectable level in 2-6 hours

*The 5-year data is a cont inuat ion of the analysis  at  3-years  of crossmatch pos itive patients published in theA merican Journal of  Transplantation

First & only treatment approved 

for desensitization of highly 

sensitized patients 1,4,5

Conditional EU Approval *
in kidney transplantationIDEFIRIX®

75% 
access in the EU transplant market

2024/2025
US trial fully randomized (2024); planned 

US BLA filing(2H 2025)
*IDEF IRIX approved i n EEA under conditional approval for kidney transplantation

Fc

F(abô)2

im
lifid

a
s
eIgG

Unique MOA cleaves IgG , creating an IgG 

free window for approximately one week

Inactivates IgG in 2 -6 hours 

creating an IgG free window** 2,3

7 clinical trials in 9 indications 

across key therapy areas
Autoimmune Gene Therapy Transplantation

**As demonstrated in clinical tr ials



ÈÈÈÈIgG cleaving enzymes uniquely positioned through 
rapid onset of effect and therapeutic reach
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FcRn inhibitor PLEX Imlifidase B cell depletion

Comparison of established therapies to significantly reduce IgG levels within a few weeks

Intravascular 
IgG

Extravascular 
IgG

Cell bound 
IgG

IgG lowering 
modalities

Imlifidase

FcRn inhibitor

PLEX

-

IgG cleaving enzymes provide unmatched 
speed of antibody decrease

IgG cleaving enzymes cleave antibodies
across all domains

The speed and reach of IgG cleavage puts 

Hansaôs enzymes in a unique position

IgG levels in FcRninhibition and PLEX depend on the frequency of treatment

PLEX = plasma exchange

B cell depletion potentially has a faster and larger effect on autoantibodies, as compared to total IgG

Conceptual illustration



ÈÈÈÈHNSA-5487 is a next generation molecule that can very rapidly 
and robustly reduce IgG with clear redosing potential 
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HNSA-5487

Ç Next generation IgG cleaving 

enzyme based on an animal 

pathogen 

Ç Inactivates IgG by cleaving the 

heavy chains of IgG, effectively 

eliminating the Fc-dependent 

effector functions

Ç Engineered for high potency, 

specificity and safety

Ç Immunogenicity profile that 

supports redosing potential 

Ç Safe and well tolerated

Redosing 

potential 

Å Lower ADA pre-treatment levels and significantly reduced 

ADA response as compared to imlifidase

Å Efficient IgG reduction in serum samples at six- and 12-

months post initial dose 

Rapid & robust 

IgG reduction

Å Reduces IgG levels by more than 95 percent within a few 

hours 

Å IgG levels returning to normal range six months after initial 

dosing

Å As efficacious as imlifidasein reducing total IgG levels

Address 

unmet need

Å Focus where autoantibodies drive the disease 

Å Need for management of symptoms at onset of disease 

and during recurrent immune system attacks

Å Diseases with little to no advanced treatment options
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Hansaôs proprietary technology platform with two 
unique molecules and broad potential indications
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TRANSPLANTATION

KIDNEY
Approved in 

EU

HEART

LUNG

KIDNEY 

AMR
Ph 2 trial

HEART 

AMR

LUNG 

AMR

AUTOIMMUNE
GENE THERAPY

Limb -

Girdle

Pompe

Disease

Anti -GBM
Ph 3 trial

ANCA 

vasculitis

Ph 2 trial

Guillain -

Barré
Ph 2 trial

HNSA-5487: Next gen antibody cleaving enzyme with redosing potential  

HSCT

NEW THERAPY AREAS

Oncolytic 

Virus

IMLIFIDASE: First generation antibody cleaving enzyme technology

DMD
Ph 1b trial

Crigler -

Najjar

NMO

MG

MOGAD
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Preclinical Phase 1 Phase 2 Phase 3
Marketing 

authorization
Marketed Partner Status Next anticipated milestone

Imlifidase

EU: Kidney transplantation in highly 

sensitized patients1,2

Commercializat ion ongoing 

Post approval Clinical 

Phase 3 ongoing

EU: Additional agreements around 
reimbursement / Post authorization 

study to be completed by end of 2025

U.S. ñConfIdeSò: Kidney transplantation in 

highly sensitized patients1,2 Clinical Phase 3 ongoing Data readout in 2H 2025

GOOD-IDES-02: Anti-GBM antibody 

disease
Clinical Phase 3 ongoing Complete enrolment (50 patients)

16-HMedIdes-12: Active Antibody Mediated 

Rejection (AMR)
Clinical Phase 2 completed Publication in peer-reviewed journal

15-HMedIdeS-09: Guillain-Barré Syndrome 

(GBS)
Clinical Phase 2 ongoing Comparative efficacy analysis 2024

Investigator-initiated tr ial in  ANCA-

associated vasculitis3 Clinical Phase 2 ongoing Complete enrolment (10 patients)

SRP-9001-104: Pre-treatment ahead of 

gene therapy in Duchenne Muscular 

Dystrophy (DMD)

Clinical Phase 1b ongoing Complete enrolment

Pre-treatment ahead of gene therapy in 

Limb-Girdle Muscular Dystrophy (LGMD)
Preclinical research ongoing Preclinical research

Pre-treatment ahead of gene therapy in 

Pompe disease
Preclinical research ongoing Preclinical research

Pre-treatment ahead of gene therapy in 

Crigler-Najjar syndrome
Preclinical research ongoing Commence clinical study

HNSA-5487

NICE-01: HNSA-5487 ïLead candidate 

from the NiceR program Clinical Phase 1 completed
Alignment with regulatory authorities 
on development path 

1 Results from the Phase 1 study have been published, Winstedt et al. (2015) PLOS ONE 10(7)
2 Lorant et al., American Journal of Transplantation and 03+04 studies (Jordan et al ., New England Journal  o f Medicine)
3 Investigator-in itiated study by Dr. Adrian Schreiber and Dr. Phil ipp Enghard, at Charité Universi tätsmedizin, Berlin , Germany

Broad clinical pipeline in autoimmune, gene therapy and transplantation



ÈÈÈAdvancing the science in 
autoimmune, gene therapy, and transplantation
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TRANSPLANT

IMLIFIDASE 
IgG cleaving 

therapy with a 
unique MOA

AUTOIMMUNE
15-HMedIdeS-09 Ph 2 (GBS)

Trial Complete

AddtôlData Readout Q4 2024

GOOD-IDES-02 Ph 3 
(anti -GBM disease)

Ongoing

Data Readout 2H 2025

GENE THERAPY
SRP-9001-104 Ph 1b (DMD)

Trial Commenced 

Data Readout 2025

Genethon Preclinical 
(Crigler -Najjar)

Trial to Commence Q4 2024

AskBio Preclinical 

(Pompe disease)
Trial to Commence 2025

TRANSPLANTATION
US ConfIdeS Ph 3 (kidney)

Enrolment Completed 

Data Readout 2H 2025

16-HMedIdeS-12 Ph 2 (AMR)
Trial Complete 

Data published July 2024

Post Authorization Efficacy Ph 3 

(kidney) 
Ongoing 

Data readout 2025

7 Ongoing clinical trials in autoimmune, 

gene therapy and transplantation

1 Additional gene therapy study to 

commence in 2024

Delivering the Pipeline

Advancing the Science

Publications in peerïreviewed journal 7
Presentations at leading medical 

congresses 8

11

NICE-01 Ph 1
Trial Complete 
Additional Analysis Complete 

Clinical Development Path Annc

HNSA-5487
next -gen IgG 

cleaving molecule 

with redosing 

potential 
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Autoimmune
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AUTOIMMUNE

Imlifidase may have 

relevance in several 
autoimmune diseases 
where IgG plays an 

important role in the 
pathogenesis

Neurological 

disorders

Skin 

disorders

Blood 

disorders

Rapidly progressive 

glomerulonephritis

autoimmune 

diseases 9+100

In Phase 2 trials, imlifidase was shown to cleave autoantibodies 
and stop disease progression in monophasic conditions

PROOF OF CONCEPT IN TWO INDICATIONS

Anti -GBM disease

1.6 in a million affected annually

Imlifidase Ph 2 results

67% of patients were dialysis 
independent after six months vs. the 

historical cohort, where only 18% had 
functioning kidney 

1.7-4.3 per 100,000 annually

Imlifidase Ph 2 results

Rapid improvement across several efficacy 
outcome measures, as compared with 

previously published data 

Phase 3 ongoing
70% enrolled

Phase 3 plans under review

Guillain -Barré Syndrome 
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AUTOIMMUNE

HNSA-5487 may enable 

expansion into acute 
flares in chronic 

conditions through 

redosing

Neurological 

disorders

Skin 

disorders

Blood 

disorders

Rapidly progressive 

glomerulonephritis

autoimmune 

diseases 9+100

HNSA-5487 has the potential to quickly remove IgG



ÈÈ

Gene Therapy


