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A validated technology

▪ Commercial stage biotech company 

▪ Approval in kidney transplantation (EU)

▪ Market Access in 14 European markets

▪ PoC in autoimmune diseases

▪ Three partnerships in gene therapy

Broad clinical pipeline 

▪ Imlifidase being investigated in seven 

ongoing clinical programs in 

transplantation and autoimmune disease 

▪ Ongoing clinical study in gene therapy

▪ HNSA-5487: Encouraging data from 

phase I first-in-human trial

Skilled and experienced team

▪ A high-performance organization with 

20 years on average in life science 

▪ Purpose driven culture

▪ Headquartered in Lund, Sweden 

(168 employees Dec’23)

▪ Operations in both EU and the US

Financial position

▪ Hansa is financed into 2025

▪ Market cap (SEK): ~1,7bn (March 2024)

▪ Listed on Nasdaq Stockholm

▪ 20,000 shareholders

▪ Foreign ownership make up ~43%

A successful track record and a promising future…
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Imlifidase

Origins from a bacteria 
Streptococcus pyogenes

▪

▪

A unique IgG antibody-cleaving enzyme

▪

▪

Inactivates IgG in 2-6 hours

▪

▪

a novel approach to eliminate pathogenic IgG
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  Our unique antibody cleaving enzyme technology
may have relevance across a range of indications
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Targeting rare IgG mediated diseases

Auto-immune diseases

Anti-GBM disease paves the way for 
development in other autoimmune diseases

▪ Rapidly progressive glomerulonephritis

▪ Neurological disorders                                 

▪ Skin and blood disorders

New therapies 

IgG-cleaving enzymes to enable or even potentiate 
cancer therapy

▪ Allogenic stem cell (bone marrow) transplantation 
(HSCT)

Transplantation

Shaping a new standard for desensitization will 
help enable new indications in transplantations

▪ Antibody mediated rejection (AMR) in kidney 
transplantation

▪ Other transplantation types

Gene therapy

Exploring opportunities in gene therapy

▪ Encouraging preclinical data published 
in Nature

▪ Validation through collaborations with 
Sarepta, AskBio, Genethon

▪ Wide indication landscape beyond

GBS

AMR

Pompe

OUR VISION

Duchenne

Regulatory approval (conditional) Planned clinical trial Partnership (preclinical development)Clinical development Potential indications (currently not pursued)

Crigler-

Najjar

TODAY

ANCA



 

Over 

100 different 

types of 

Autoimmune 
disorders

Autoimmune attacks
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A result of when the body’s immune system by mistake damages its own tissue

GI tract

Crohn’s disease

Nerves

Guillain-Barré syndrome, 

Myasthenia gravis

Lung

Wegner’s granulomatosis

Thyroid

Hashimoto’s disease, 

Graves’ disease

Kidney

Anti-GBM disease

Blood

Autoimmune hemolytic anemia, 

Immune thrombocytopenia

Brain

Multiple sclerosis, 

Neuromyelitis optica

Bone and muscle

Rheumatoid arthritis, 

Dermatomyositis+ 32

Skin

Psoriasis, Pemphigus



may have relevance in several autoimmune diseases where IgG plays an important 

role in the pathogenesis

Hansa’s antibody cleaving enzyme technology

CIDP

NMO

EBA

ITP

WAHA

APS

AHA

HIT ‐

 

Neurological 

disorders

Skin 

disorders

Blood 

disorders
Rapidly progressive 

glomerulonephritis

Clinical programs

Potential autoimmune indications (currently not pursued)

*Total disease populations in EU & US, based on prevalence and population data

Anti-

GBM

Lupus 

nephritis

~35 000*2

ANCA-

associated 

vasculitis 

~20 000*3

~1 000 patients*1

Myasthenia 

gravis

~210 000*4

GBS

CIDP

~55 000*6

NMO

~20 000*7

~10 000 patients*5

Pemphigus 

vulgaris 

~40 000*9

EBA

<1 000 patients*8

ITP 

~75 000*10

WAHA 

~95 000*11

APS 

~350 000*12

AHA

HIT
0.1–5% of 

patients 

receiving 

therapeutic dose 

of heparin14

~1 000* patients13

https://www.ncbi.nlm.nih.gov/books/NBK459291/
https://rarediseases.org/rare-diseases/myasthenia-gravis/
https://www.orpha.net/consor/cgi-bin/OC_Exp.php?Lng=GB&Expert=2103
https://www.ajmc.com/view/chronic-infammatory-demyelinating-polyneuropathy-considerations-for-diagnosis-management-and-population-health
https://www.ajmc.com/view/chronic-infammatory-demyelinating-polyneuropathy-considerations-for-diagnosis-management-and-population-health
https://rarediseases.org/rare-diseases/immune-thrombocytopenia/
https://rarediseases.org/rare-diseases/immune-thrombocytopenia/
https://rarediseases.org/rare-diseases/warm-autoimmune-hemolytic-anemia/
https://rarediseases.org/rare-diseases/warm-autoimmune-hemolytic-anemia/
https://rarediseases.org/rare-diseases/acquired-hemophilia/
https://rarediseases.org/rare-diseases/acquired-hemophilia/


 

Data published 
in JASN3

Inflammation in 
the glomeruli

Early symptoms 
are unspecific…

…but can lead to 
rapid destruction 

of the kidney 
and/or the lung

Anti-GBM, a rare acute autoimmune disease
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Results from Phase 2 study of imlifidase in anti-GBM 
disease published in Journal of American Society of 
Nephrology (JASN)3

Incidence

1.6
in a million affected annually1,2

10 out of 15 patients were dialysis independent after six months vs. 
the historical cohort4, where only 18% had functioning kidney 

Standard of Care

▪ Plasma Exchange

▪ Cyclophosphamide (CYC)

▪ Glucocorticoids

5
Oliguric 
patients

5
Dialysis 
but not 
oliguric

5
Not 

dialysis but
eGFR <15

1
Dead

4
Dialysis

10
Patients with 

eGFR >15

1 4 1 4 4 1

19 78

Median age ~72

44 79

Median age ~60

30 74

Median age ~61

1
3 1
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Untreated

PLEX (Multiple rounds)

Imlifidase

Threshold for toxicity
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Start of 
treatment

Renal injury

Pivotal phase 3 trial with imlifidase in 50 anti-GBM 
patients to evaluate kidney function after six months 

Study Design

▪ Open-label, controlled, randomized, multi-center phase 3 

trial evaluating renal function in patients with severe anti-

GBM disease imlifidase + SoC vs. SoC

Subjects

▪ 50 anti-GBM patients to be enrolled

▪ Patients will be followed for six months 

▪ Recruitment at 30-40 clinics across US/UK/EU

Doses/Follow up time

▪ Single dose of imlifidase with 180 days follow-up

Main Objectives

▪ Renal function is evaluated by estimated glomerular 

filtration rate (eGFR) at 6 months

▪ Dialysis need at 6 months

Status

▪ 18/50 patients enrolled as of Feb 2, 2024

Threshold for toxicity

Imlifidase

PLEX (Multiple rounds)



 

High unmet need

▪ 1/3 of hospitalized patients 
require mechanical 
ventilation

▪ Remaining long lasting 
symptoms in ca 40% of 
patients

Indication

▪ Rapidly and 
progressively 
weakens 
extremities

▪ Triggered 
frequently by 
viral infections

Imlifidase demonstrated positive safety, tolerability, and early 
efficacy outcomes in phase 2 trial in Guillain-Barré Syndrome (GBS)
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Incidence

1-2
in 100,000 annually in 
7 major markets1

Standard of Care

▪ Intravenous immune 
globulin (IVIG) or

▪ Plasma Exchange (PLEX)

FDA granted Orphan Drug 
Designation to imlifidase 
for the treatment of GBS
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Today’s standard of care, IVIg or PLEX
Illustrative

Potential with imlifidase
Illustrative

Study design: Study is an open-label, single arm, multi-center trial in 30 patients 

First high-level data: Imlifidase was safe and well tolerated, and when compared 
to previously published data - a rapid improvement across several efficacy outcome 
measures was observed in patients treated with imlifidase in combination with SoC



 Further analysis to contextualize efficacy 
data from the single arm phase 2 study (15-HMedIdeS-09) 
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15-HMedIdeS-09 
trial population

(imlifidase + IVIg)

Vs.

External control of real-
world data of GBS patients 

treated with IVIg

15-HMedIdeS-09
Single Arm Trial (imlifidase + IVIg) 

Time to, and extent of, disability 
improvement as measured by 
GBS disability score (GBS-DS) 
and other endpoints.

Our results Indirect treatment comparison Contextualized 
results

Comparison will help 
interpretation 
of results.



 Investigator-initiated phase 2 study in 
ANCA-associated vasculitis
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Indication

▪ Causes damage to small blood vessels in the body 
resulting in inflammation and damage to organs, such as 
the kidneys, lungs etc.3

▪ Progress of the disease results in end stage kidney 
disease in 25 percent of patients5

▪ Most severe cases involving lungs lead to respiratory 
failure4

▪ Few treatment options today

Incidence

~3 in 100,000 annually 

across EU/US of which 8-
36% are estimated to have 
Acute Respiratory Distress 
Syndrome due to 
pulmonary hemorrhage1,2 

Standard of Care

▪ Current protocol is 
Immunosuppression and 
Intensive support care

Vasculitis means 
inflammation of 
blood vessels

The investigator-initiated trial 
(IIT) is sponsored by Charité
Universitätsmedizin, Berlin 

▪ Single arm, single center, phase 2 study with the 
primary objective to evaluate efficacy and safety 
on top of SoC

▪ 10 patients with severe ANCA-associated 
vasculitis and Acute Respiratory Distress 
Syndrome will be treated with imlifidase on top 
of SoC

▪ 3 out of a target of 10 patients treated Q4’23

▪ Trial led by Dr. Adrian Schreiber and Dr. Philipp 
Enghard at Charité

- a group of autoimmune diseases characterized by inflammation of blood vessels with very few treatment options today

Study design



  Our unique antibody cleaving enzyme technology
may have relevance across a range of indications
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Targeting rare IgG mediated diseases

Auto-immune diseases

Anti-GBM disease paves the way for 
development in other autoimmune diseases

▪ Rapidly progressive glomerulonephritis

▪ Neurological disorders                                 

▪ Skin and blood disorders

New therapies 

IgG-cleaving enzymes to enable or even potentiate 
cancer therapy

▪ Allogenic stem cell (bone marrow) transplantation 
(HSCT)

Transplantation

Shaping a new standard for desensitization will 
help enable new indications in transplantations

▪ Antibody mediated rejection (AMR) in kidney 
transplantation

▪ Other transplantation types

Gene therapy

Exploring opportunities in gene therapy

▪ Encouraging preclinical data published 
in Nature

▪ Validation through collaborations with 
Sarepta, AskBio, Genethon

▪ Wide indication landscape beyond

GBS

AMR

Pompe

OUR VISION

Duchenne

Regulatory approval (conditional) Planned clinical trial Partnership (preclinical development)Clinical development Potential indications (currently not pursued)

Crigler-

Najjar

TODAY

ANCA





Contact our Investor Relations and Corporate Affairs team

March 6, 2024 Life Sciencedagen, Sahlgrenska Universitetssjukhuset Gothenburg

Mar 20, 2024 Annual Report 2023

April 8-11, 2024 Needham Healthcare Conference (virtual)

April 16-17, 2024 Van Lanschot Kempen Life Science Conference, Amsterdam

Apr 18, 2024 Interim Report for January-March 2024

June 27, 2024 2024 Annual General Meeting

July 18, 2024 Half-year Report January-June 2024

Oct 24, 2024 Interim Report for January-September 2024

Klaus Sindahl

Contact Calendar and events 

Stephanie Kenney 


	Default Section
	Slide 1
	Slide 2
	Slide 3: Hansa Biopharma today
	Slide 4
	Slide 5: Our unique antibody cleaving enzyme technology may have relevance across a range of indications
	Slide 6: Autoimmune attacks
	Slide 7
	Slide 8: Anti-GBM, a rare acute autoimmune disease
	Slide 9
	Slide 10: Imlifidase demonstrated positive safety, tolerability, and early efficacy outcomes in phase 2 trial in Guillain-Barré Syndrome (GBS)
	Slide 11: Further analysis to contextualize efficacy  data from the single arm phase 2 study (15-HMedIdeS-09) 
	Slide 12: Investigator-initiated phase 2 study in ANCA-associated vasculitis
	Slide 13: Our unique antibody cleaving enzyme technology may have relevance across a range of indications
	Slide 14
	Slide 15:  Contact our Investor Relations and Corporate Affairs team


