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IMPORTANT INFORMATION 

This presentation, which includes all information and data on the following slides, any oral statements made when presenting these slides, and any other material distributed or statements made 

at, or in connection with, such presentation (the “Presentation”), relates to Guard Therapeutics International AB (publ) (the “Company”) is furnished to you solely for your information and 

may not be reproduced or redistributed, in whole or in part, to any other person without the prior written consent of the Company. By attending the meeting where this Presentation is made, or 

by reading the Presentation, you agree to be bound by the following limitations.  

The Presentation may not be used for, or in connection with, any offer to, or solicitation by, any person in any jurisdiction or under any circumstances in which such offer or solicitation would 

not be authorized or lawful. The Presentation does not constitute or form part of, and should not be constructed as, any offer, invitation, solicitation or recommendation to purchase, sell or sub-

scribe for any securities in the Company in any jurisdiction and does not constitute any form of commitment or recommendation on the part of the Company. 

This Presentation is not a prospectus, as defined in the Regulation 2017/1129 of the European parliament and of the council (the “Prospectus Regulation”), and the Presentation may not be 

distributed other than in compliance with applicable securities laws and regulations. A prospectus relating to the Company or the contemplated investment has not been and will not be regis-

tered under any law or regulation, and any offering of securities in the Company will only made pursuant to applicable exemptions in the Prospectus Regulation, or corresponding exemptions in 

other jurisdictions. The Presentation has not been approved or reviewed by any governmental authority or stock exchange in any jurisdiction. The Company has not decided whether to proceed 

with a transaction. The Presentation is intended to present background information on the Company, its business and the industry in which it operates and is not intended to provide complete 

disclosure. Prospective investors must solely rely on their own examination of the legal, financial, taxation and other consequences of an investment in the Company. Prospective investors should 

not treat the contents of the Presentation as an advice relating to legal, taxation or investment matters. 

The Company makes no representation or warranty (whether express or implied) as to the correctness or completeness of the information contained herein, and neither the Company nor any of 

its affiliates, directors, employees or advisors assume any liability connected to the Presentation and/or the statements set out herein. The information included in this Presentation may contain 

certain forward-looking statements relating to the business, financial performance and results of the Company and/or the industry in which it operates. Forward-looking statements concern fu-

ture circumstances and results and other statements that are not historical facts, sometimes identified by the words “believes”, “expects”, “predicts”, “intends”, “projects”, “plans”, “estimates”, 

“aims”, “foresees”, “anticipates”, “targets”, and similar expressions. The forward-looking statements contained in this Presentation, including assumptions, opinions and views of the Company or 

cited from third party sources are solely opinions and forecasts which are subject to risks, uncertainties and other factors that may cause actual events to differ materially from any anticipated 

development. Neither the Company nor any of its affiliates, directors, employees or advisors provides any assurance that the assumptions underlying such forward-looking statements are free 

from errors nor do any of them accept any responsibility for the future accuracy of the opinions expressed in this Presentation or the actual occurrence of the forecasted developments. This 

Presentation speaks as of the date hereof and there may have been changes in matters which affect the Company subsequent to the date of this Presentation. Neither the issue nor delivery of this 

Presentation shall under any circumstance create any implication that the information contained herein is correct as of any time subsequent to the date hereof or that the affairs of the Company 

have not since changed, and the Company does not intend, and does not assume any obligation, to update or correct any information included in this Presentation. 

The Presentation as well as any other information provided by or on behalf of the Company in connection herewith shall be governed by Swedish law. The courts of Sweden, with the District 

Court of Malmö as the first instance, shall have exclusive jurisdiction to settle any conflict or dispute arising out of or in connection with the Presentation or related matters.  



GUARD THERAPEUTICS – DEVELOPING A1M PROTEIN 
THERAPEUTICS TO PROTECT KIDNEY FUNCTION
RMC-035 for kidney protection in 

open-heart surgery  
> Phase 2b POINTER study – topline results in Q4 2025 (enrollment completed, 170 patients)

> Clinical proof-of-concept in Phase 2a AKITA study with 177 patients

> 59% risk reduction vs placebo (MAKE, regulatory endpoint)

> FDA Fast Track Designation (kidney protection in open-heart surgery); eligible for Breakthrough Therapy Designation

> First-to-market potential in open-heart surgery; >USD 1 billion market – no approved therapies

> Phase 3-ready sepsis program with additional expansion opportunities (>USD 5 billion market)

> Preclinical GTX peptides with broad opportunities in late-stage & orphan chronic kidney diseases (>USD 8 billion market)

Additional opportunities with 
RMC-035 & GTX peptides  

Company & Ownership 

> Listed on Nasdaq First North Growth Market (Stockholm: GUARD)

> Strong institutional shareholders including Industrifonden & Swedbank Robur

A1M, alpha-1-microglobulin; MAKE, major adverse kidney events 



EXPERIENCED MANAGEMENT TEAM
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– STRONG AND PROVEN TRACK RECORD IN DRUG DEVELOPMENT



Drug 
candidate Modality Indication

RMC-035

GTX
peptides**

Intact 
therapeutic 
A1M 
protein

Modified
A1M-derived 
peptides

Heart surgery
(kidney protection)

Kidney 
transplantation

Sepsis*
(kidney protection)

CKD & Diabetes

CKD & Heart 
Failure

Alport Syndrome

Sickle-Cell 
Nephropathy 

A1M, alpha-1-microglobulin

* Opportunity to initiate pivotal Phase 3 study in sepsis following results in ongoing Phase 2b study (POINTER) in open-heart surgery.  
** Multiple GTX peptides fulfill criteria for candidate drug nomination. GTX-86 at nomination stage.     

BUILDING A DIFFERENTIATED PIPELINE ON A1M’S UNIQUE BIOLOGY 

Preclinical Phase 1 Phase 2a Phase 3Phase 2bLead 
identification

5

Preeclampsia
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CHRONIC KIDNEY DISEASE & KIDNEY FAILURE

Chronic Kidney Disease
• Severe complications, 

including cardiovascular 
disease and kidney failure 

• Years of life lost from CKD 
expected to soon surpass 
diabetes

Kidney failure
• Requires dialysis or kidney 

transplantation – poor 
outcomes and high cost 

• High annual mortality rate
(15-20%), worse than many 
cancers

Significant healthcare costs 
for kidney failure

>USD 50 billion in 
Medicare annual spend

~7% of Medicare budget, 
~1% of Medicare population

850 
million

7 
million

Sources: Francis et al, Nature Reviews Nephrology 2024, P Stenvinkel and TE Larsson, Am J Kidney Dis, 2013 Aug;62(2):339-51
2021 USRDS Annual Data Report July 2024 Data Book: Health Care Spending and the Medicare Program – MedPAC
GBD Chronic Kidney Disease Collaboration; Volume 395, Issue 10225 p709-733 February 29, 2020

– A GLOBAL HEALTH CONCERN
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HEART SURGERY AND THE LASTING BURDEN OF KIDNEY DISEASE

KIDNEY FAILURE

CHRONIC KIDNEY 
DISEASE 

Risk factors for kidney function 
decline such as diabetes and 

heart failure

345,000 
open-heart 
surgeries

(per year in U.S.)

140,000 
high-risk 

open-heart 
surgeries 

(per year in U.S.)

42,000  
open-heart 

surgeries on 
CKD patients 
(per year in U.S.)

Open-heart surgery 
poses a high risk for 

irreversible loss of 
kidney function –

Protecting the kidneys 
during open-heart surgery 

will reduce the burden of 
Chronic Kidney Disease

Sources: Global Data (2025); Real-world data (Cerner database, internal data on file)
Numbers for open-heart surgery performed on-pump (cardiopulmonary bypass) 
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A1M TARGETS CORE MECHANISMS OF KIDNEY INJURY IN OPEN-
HEART SURGERY

Ischemia –
reperfusion

Reductase activity*
Radical scavenging** 

Reduces oxidative injury
Preserves tissue integrity  

Hemolysis Heme-binding & 
neutralization***

Reduces heme-driven 
cell injury 

Mitochondrial 
dysfunction

Cytochrome C binding 
& stabilization

Improves mitochondrial 
function & respiration

Injury type Molecular action Protective effect

Each A1M molecule:
* Reduces 5-6 free radicals 
** Traps 3-4 radicals
*** 2 heme-binding sites

Source: Bergwik et al., Front Physiol 2021

A1M, alpha-1-microglobulin
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RMC-035* – A RECOMBINANT VARIANT OF ENDOGENOUS 
HUMAN A1M 

Source: Bergwik et al., Front Physiol 2021

Unique natural protein (A1M) –
protects kidney function at the 
core mechanism of injury

Protein replacement therapy
Clinically validated concept with first-in-class potential

Simple hospital delivery
Short-term IV infusion, seamlessly integrated into standard care

Harnessing endogenous A1M defense
Protects kidney function at the core mechanism of injury

A1M, alpha-1-microglobulin

*Patent protection (composition of matter) until 2037 in all major regions including U.S., EU, Japan and China 



SUCCESFULLY DELIVERING ON CLINICAL & STRATEGIC PLAN
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2019 2020 2021 2022 2023 20252024 2026

Clinical Phase 1 program

 ROS-01 (single dose, healthy subjects)

 ROS-02 (multiple doses, healthy subjects)

 ROS-03 (renal impairment study)

 ROS-04 (safety/PK study in heart surgery) 

Phase 2a AKITA study 

 ROS-05 (proof-of-concept, 
heart surgery)

Phase 1b study

 ROS-06, kidney transplant

Phase 2b POINTER study

ROS-07 (dose-finding)

FDA pre-IND meeting

Fast Track Designation

IND clearance 
FDA Type C 
advisory meeting

EU advisory 
meeting(s)

Phase 3 study start 
(open-heart surgery)

Optional Phase 3 study
(sepsis)

POINTER topline results Q4

FDA Clinical 
EoP2 meeting



PROMISING EFFICACY DATA IN PHASE 2a AKITA STUDY 

Statistically significant & clinically meaningful improvement of kidney function
(90 days after surgery) 

Robust kidney protection profile –
positions RMC-035 for late-stage clinical development

Placebo-controlled, 177 patients undergoing open-heart surgery

11Source: Zarbock et al. eClinicalMedicine, 2024 Sep 16:76:102830  

4.3 mL/min
(total population)

59%7.9 mL/min
(CKD subgroup)

eGFR benefit vs placebo MAKE* Relative Risk Reduction

*MAKE = major adverse kidney event
Composite of death, dialysis, or ≥ 25% eGFR decline

 Phase 3 endpoint for market approval



RMC-035 
n=89

N = 177 
Subjects treated

Placebo 
n=88

eGFR < 60 
n=34

eGFR ≥ 60 
n=55

0.65 mg/kg*

eGFR < 60 
n=31

eGFR  ≥ 60 
n=57

Hospital 
period 

(Day 1–7)

Day 30 
visit

Day 90 
visit

1.3 mg/kg*

Primary 
(surrogate) endpoint: 
AKI within 72 hours 

Key secondary 
(regulatory) endpoints: 

eGFR & MAKE

Drug 
administered via 
5 i.v. infusions 
over 48 hours

AKI, acute kidney injury; eGFR, estimated glomerular filtration rate; MAKE, major adverse kidney events

Maximum safe dose to 
establish efficacy signal

Reduced dose to mitigate known 
toxicological finding of acute 
creatinine rise (tubular overload)

12
*eGFR subgroup ≥ 60: 1.3 mg/kg for Dose 1 and 2. 0.65 mg/kg for Dose 3 to 5; eGFR subgroup < 60: 0.65 mg/kg for all five doses. Time of dosing: during surgery (0 h), 6, 12, 24, 48h 

PHASE 2a AKITA STUDY DESIGN – OVERVIEW 



RMC-035 PREVENTS LOSS OF RENAL FUNCTION AFTER OPEN-
HEART SURGERY – eGFR ENDPOINT
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Pre-defined two-sided alpha is 0.1 
P-values < 0.1 are statistically significant 

Placebo-adjusted difference: 
*4.3 mL/min

P = 0.06

Source: Study 21-ROS-05 CSR, Table 14.2.3.3.3 
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Modified intent-to-treat population 
(i.e., all patients randomized and who received at least one dose of study drug)

N=88
N=89

Error bars indicate mean +/- Standard Error; *eGFR change assessed by a Mixed Model of Repeated Measures



RMC-035 PREVENTS LOSS OF RENAL FUNCTION AFTER OPEN-
HEART SURGERY – eGFR SUBGROUP ANALYSIS 
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Error bars indicate mean +/- Standard Error; * Placebo-adjusted difference; eGFR change assessed by a Mixed Model of Repeated Measures

eGFR ≥ 60 (dose 1.3 mg/kg)
n=112 

eGFR < 60 N=65 (dose 0.65 mg/kg)
n=65

*7.9 mL/min
P = 0.05 eGFR 

endpoint 
met in 

subgroup 
eGFR < 60

*2.9 mL/min
N.S.

Pre-specified eGFR subgroups based on dose and kidney injury risk
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Source: Study 21-ROS-05 CSR, Tables 14.2.3.3.3.1, 14.2.3.3.2



eGFR ENDPOINT – STRATIFIED BY PRESENCE OF AKI 
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Patients without AKI 
5.5 mL/min
P = 0.019

Source: Study 21-ROS-05, post-hoc analyses (manuscript in submission)  

Patients with AKI 
4.9 mL/min
P = 0.056

Results are stratified by treatment group and by the post-operative occurrence of AKI (acute kidney injury). Data are presented as least-squares mean 
change in eGFR from baseline to Day 90, estimated using a mixed model for repeated measures (MMRM). Error bars represent 90% confidence intervals.

N=52
N=37
N=69
N=19



MAKE, major adverse kidney events (“kidney equivalent” to MACE in CV outcomes studies); eGFR, estimated glomerular filtration rate
Source: Study 21-ROS-05 CSR Table 14.2.3.9.1 & post-hoc analyses 16

MAKE90 
endpoint 

met

RMC-035 PREVENTS LOSS OF RENAL FUNCTION AFTER OPEN-
HEART SURGERY – MAKE90 ENDPOINT

25% decline in eGFR = FDA-endorsed threshold for MAKE90 and pre-specified secondary endpoint in the AKITA trial



PHASE 2b POINTER STUDY – RESULTS IN Q4 2025    
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Key Design Elements 

• 170 patients enrolled (EU & Canada)

• Two RMC-035 dose groups (30 & 60 mg) 
and placebo (2:2:3 randomization)

• Three doses administered over 24 hours

• Primary endpoint: change in renal function 
(eGFR) from pre-surgery to Day 90

• Powered to detect eGFR difference of 5 
mL/min with two-sided alpha of 0.1

Key milestones achieved

 Patient enrollment completed in 9 months 
– ahead of plan 

 Independent interim safety reviews with 
positive outcome

 Data collection near completion 
Topline 
results 

expected 
in Q4
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KEY VALUE DRIVERS AHEAD OF PIVOTAL TRIAL

Q4 2025 H1 2026

POINTER 
results

Breakthrough Therapy 
Application 

Clinical End-of-Phase 2 
FDA meeting

(end-of-Q1)

Phase 3 preparations &   
BD opportunities
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PHASE 3 STUDY – KEY DESIGN ELEMENTS     

• Single pivotal Phase 3 trial designed to support BLA/MAA submission

• Same high-risk patient population as in Phase 2 AKITA and POINTER studies 

• Primary endpoint: MAKE at Day 90 after surgery 

• Potential for accelerated approval to be explored, based on interim eGFR analysis at Day 90

• ~600 patients in total, with ~300 patients contributing to the interim (accelerated approval) 
analysis 

• Enrollment period: ~2 years (15 months to interim analysis)

BLA, biologics license application; MAA, market authorization application 
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FIRST-TO-MARKET POTENTIAL – NO APPROVED THERAPIES

COMPANY 
(DRUG) PHASE MECHANISM

EFFICACY  
DATA IN HEART 

SURGERY
COMMENT

Guard Therapeutics
(RMC-035) 2b A1M analogue Yes

eGFR & MAKE benefit in Phase 2 AKITA study 
Phase 2b POINTER results expected Q4 2025

AM Pharma
(Ilofotase alpha) 2 ALP analogue - Study start Q4 2023, expected completion Q3 2025

AstraZeneca / Alexion
(Ultomiris) 3 Complement 5 

inhibitor - Study start Q2 2023, expected completion Q1 2027 

Genentech 
(GDC-8264) 2a/b RIP-1 inhibitor - Study start Q1 2025, expected completion Q4 2027

Novartis
(TIN-816) 2a Human CD39 

enzyme - Study recently stopped due to lack of efficacy

Renibus Therapeutics
(RBT-1) 3

Iron sucrose + 
stannus 

protoporphyrin
- Focus on acute outcomes. No efficacy on kidney endpoints 

in Phase 2
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Sources: External analysis (September 2022) & interviews with Health Care Professionals & Hospital & Therapeutics Committee members.
Data from US Renal Data System (USRDS) & Organ Procurement and Transplantation Network (OPTN)  
US CDC website
Rhee at al. Incidence and Trends of Sepsis in US Hospitals Using Clinical vs Claims Data, 2009-2014

500k addressable 
patients (U.S.)

Global market 
opportunity 

>USD 5 billion

140k addressable 
patients (U.S.)

Global market 
opportunity 

>USD 1 billion

20k addressable 
patients (U.S.)

Global market 
opportunity 

>USD 0.6 billion

Sepsis Heart 
Surgery

Kidney 
Transplant 

GLOBAL MARKET OPPORTUNITY POSITIONS RMC-035 FOR 
BLOCKBUSTER POTENTIAL



GUARD THERAPEUTICS – DEVELOPING A1M PROTEIN 
THERAPEUTICS TO PROTECT KIDNEY FUNCTION
RMC-035 for kidney protection in 

open-heart surgery  
> Phase 2b POINTER study – topline results in Q4 2025 (enrollment completed, 170 patients)

> Clinical proof-of-concept in Phase 2a AKITA study with 177 patients

> 59% risk reduction vs placebo (MAKE, regulatory endpoint)

> FDA Fast Track Designation (kidney protection in open-heart surgery); eligible for Breakthrough Therapy Designation

> First-to-market potential in open-heart surgery; >USD 1 billion market – no approved therapies

> Phase 3-ready sepsis program with additional expansion opportunities (>USD 5 billion market)

> Preclinical GTX peptides with broad opportunities in late-stage & orphan chronic kidney diseases (>USD 8 billion market)

Additional opportunities with 
RMC-035 & GTX peptides  

Company & Ownership 

> Listed on Nasdaq First North Growth Market (Stockholm: GUARD)

> Strong institutional shareholders including Industrifonden & Swedbank Robur

A1M, alpha-1-microglobulin; MAKE, major adverse kidney events 



GTX peptides –
Broadening the A1M Platform Beyond Acute Indications  



Scientific foundation 

• Novel A1M-derived peptides with preserved functionality, potency comparable to native A1M

• ~15–35 amino acids, synthetically manufactured

• Robust preclinical efficacy across diverse acute and chronic models

Strategic positioning

• Strong IP (composition of matter until 2044)

• Broad clinical development opportunity with unique positioning in CKD

• Significant optionality – strategy under refinement 

Path to clinic

• Lead candidate GTX-86 at nomination stage 

• ~2 years to IND filing

24

GTX PEPTIDES – NEXT GENERATION A1M PLATFORM
Expanding A1M Biology Into New Frontiers



GTX PEPTIDES – SIGNIFICANT OPPORTUNITY IN LATE-STAGE CKD

• A1M mechanism validated in numerous disease models, e.g., kidney disease and preeclampsia

• Broad impact across CKD, including orphan diseases

• Robust efficacy in a wide range of preclinical kidney disease models

• Specific opportunity in late-stage CKD
• Highest risk for progression to kidney failure (end-stage renal disease, ESRD)

• Often excluded from clinical trials

• Current CKD therapies mostly ineffective or contraindicated

25CKD classification based on Kidney Disease Improving Global Outcomes (KDIGO); CKD, chronic kidney disease

Stage 1-2 Stage 3a Stage 3b Stage 4 ESRD

Novel & specific disease-
modifying therapies 

Broad CKD population –
competitive space 

Universal late-stage CKD 
therapy – high need, 
limited competition

Dialysis or 
transplantation

CKD stage

Th
er

ap
y

GTX PEPTIDES
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