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Improving KIDNEY 
TRANSPLANTATION OUTCOMES 
by preventing CMV transmission

www.synklino.com

https://www.synklino.com/
https://www.synklino.com/
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SYNKLINO A/S
FINANCING €22M 
FOR PHASE 2 
CLINICAL PROOF OF 
CONCEPT IN CMV 
PREVENTION

PROPRIETARY AND CONFIDENTIAL

• Biotech company established in Copenhagen 
2019

• Developed SYN002 for transplantation indication
– Novel pre-transplantation organ therapy paradigm

– Unique targeting of latent CMV infection

– Strong IP position

• Significant unmet medical need and $B market

• Experienced management team
– Drug development

– Financing, listing

– Exit, pharma deals

• De-risked investment case and exit potential 
within 3-4 years
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CMV INFECTION
IS A LEADING
CAUSE OF POOR 
TRANSPLANTATION 
OUTCOME

PROPRIETARY AND CONFIDENTIAL

35% of D+ recipients will develop an active infection
despite SOC prophylaxis 

170,000 organ transplants each year globally

More than 100,000 organs (60-70%) are CMV-infected (D+)
100% of D+ organ recipients will receive SOC prophylaxis

70% of D+ recipients will develop an active infection
without SOC prophylaxis 

Associated with poor transplantation outcome, morbidity, 
Iatrogenic leucopenia, hospitalization and increased cost
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SYN002 IS A FIRST IN 
CLASS EX VIVO THERAPY 
ELIMINATING CMV AT 
THE ORGAN LEVEL

PROPRIETARY AND CONFIDENTIAL

SYN002

• Is a pre-transplant organ therapy

• Eliminates active and latent CMV

• Prevents transmission of CMV to the 
immunocompromised recipient

• Aiming to displace antiviral SOC

• SYN002 will improve transplantation outcomes
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A FIRST IN CLASS EX VIVO THERAPY - SYN002 ELIMINATING 
CMV AT THE ORGAN LEVEL

5

A pre-transplant organ therapy intervention

More than 170,000 patients receive 
a new organ each year, offering 
lifechanging benefits

60-70% of all organs are infected 
with CMV

Despite standard of care prophylaxis, 
35% of patients receiving a CMV 
infected organ experience CMV 
complications leading to:

Poor transplantation outcome
morbidity, Iatrogenic leucopenia, 
hospitalization and increased cost

With SYN002, Synklino offers:

• De-risked Phase 1 asset with 
strong external validation

• Capital-efficient access to clinical 
data within 1 year

• Large, reimbursable and attractive 
billion $ market

• Strong IP position

• Clinical-stage leadership with 
proven experience in drug 
development, financing, and 
transactions

Additional value drivers:

• Early clinical inflection point with 
contained development spend

• Scalable value creation with multi-
organ expansion potential

• Multiple exit pathways
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THE CMV LATENT RESERVOIR IS LIFE-LONG AND DRIVES THE 
RISK CMV REACTIVATION AFTER TRANSPLANTATION

The CMV lifecycle

Reactivation leads to 
morbidity and mortality

LYTIC
REPLICATION

(Acute) 

Latent viral load 
drives risk of reactivation

LATENT
RESERVOIR
(Persistent) 

Most of us will never know we 
are infected

In latency, CMV does not 
replicate, and the viral genome is 
maintained in a quiescent state

During latency, the virus hides in 
rare CD14+ monocytes and 
CD34+ myeloid progenitor cells
In

it
ia

l i
nf

ec
ti

o
n

6



The opportunity

to live life again

PROPRIETARY AND CONFIDENTIAL

7

TRANSPLANTATION BRINGS IMPROVED HEALTH

Organ acquisition Transplantation Outcome
post transplantation



PROPRIETARY AND CONFIDENTIAL
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CMV NEGATIVELY IMPACTS TRANSPLANTATION OUTCOMES

Organ acquisition Transplantation Outcome
post transplantation

• Increased morbidity, 
poor transplant outcome, 
increased hospitalization

• High hospital cost and 
high Medicare B/D cost 

• Long treatments 
schedules (3-12 months), 
side effects, drug-drug 
interactions, resistance 
development, adherence 
issues

Transmission of CMV
60-70% of all organs are 
infected with CMV (D+)



PROPRIETARY AND CONFIDENTIAL
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SYN002 PREVENTS TRANSMISSION OF CMV

Organ acquisition Transplantation Outcome
post transplantation

Transmission of CMV

SYN002 pre-transplant
ex vivo therapy

Elimination of CMV 
infected cells

Improved clinical 
outcomes
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DONOR ORGAN INFECTION STATUS DRIVES THE RISK AFTER 
TRANSPLANTATION
SYN002 pre-transplant organ therapy eliminates the risk for infection after transplantation

Donor (D) and recipient (R)
CMV infected (+) or uninfected (-) status

D+/R+D+/R-D-/R- D-/R+

30
10

0
20

40

Pe
rc

en
ta

g
e 

o
f 

C
M

V
 v

ir
em

ia

Reactivation 
levels when 
receiving an 
infected organ 
(D+) and 
standard of care 
prophylaxis Reactivation 

levels when 
receiving an 
uninfected 
organ (D-)

SYN002 will drive down risk of 
CMV reactivation 

SY
N

00
2

SY
N

00
2



PR
O

PR
IE

TA
R

Y
 A

N
D

 C
O

N
FI

D
EN

TI
A

L

SYN002 IS HIGHLY EFFICACIOUS AND WELL TOLERATED IN A 
HUMAN KIDNEY EX VIVO MODEL

11

Latent CMV infection is reduced by >90%
after single dose, 4-hour therapy

Poole E et al., Am J Transplant 2026
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SYN002 DESIGN

Eliminating CMV at the donor organ level, fundamentally 
changing the treatment approach to a pre-transplant 
organ intervention

Optimized for selective binding of SYN002 
to CMV US28, enabling internalization into 
and elimination of the CMV infected cells

SELECTIVE & EFFECIENT

E. coli microbial manufacturing process, 
with no additional alterations to the 
protein after purification

SIMPLE MANUFACTURING

Two patent families covering both the 
composition of matter and the use in 
machine perfusion, with market protection 
until 2045

STRONG IP PROTECTION

12
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PATENT PORTFOLIO OVERVIEW

13

Covering the composition of matter of 
SYN002

Granted JP, CN and AU, and allowed in 
the US. National Phase in all other 
applied jurisdictions (03 September 
2019)

WO 2021/043863
SYN002 and uses thereof

Covering the use of SYN002 in machine 
perfusion/organ care systems

Pending - National phase all applied 
jurisdictions (3 March 2021)

WO 2022/184825
SYN002 for ex vivo organ therapyReference - Title

Description

Status 
(Priority Date)
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Significant market protection for SYN002 until 2045

EXCLUSIVITY SCENARIO

Data Protection
5-10 years from MA

Orphan Drug Protection
7-10 years from MA

PTE WO 2021/043863 – US (2-5 years from 
patent expiry; max 14 years from MA)

SPC* WO 2021/043863 - EU (5 years from 
EP patent expiry; max 15 years from MA)

Patents derived 
from WO 2021/043863

Patents derived 
from WO 2022/184825

2025 2030 2035 20402020 2045

Estimated marketing entry 2032

Estimated 
market 
entry

2032

EU EU/US

: Patent term extension (awarded due to 
regulatory delay at the FDA; max 14 
years from MA and max 5 years from 
original expiry of patent)

PTE

: Supplementary protection certificate 
(awarded due to regulatory delay at 
the EMA; max 15 years from MA and 
max 5 years from original expiry of 
patent)

SPC

: Marketing approvalMA
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Synklino used world-class KOL board to help design clinical the program for SYN002

SYN002 ENJOYS STRONG KOL SUPPORT

ART 

Dr. Atul Humar and colleagues at the University Health Network (Toronto, Canada) will, 
undertake an ex vivo perfusion Phase 1 study of SYN002 in kidney transplant recipients.
The Phase 1 clinical study will be conducted as an investigator sponsored study.
Professor Atul Humar

Michael Nicholson 
(Cambridge, UK) - World-
renowned leader in 
transplantation surgery, organ 
perfusion, preservation, and 
transplantation techniques. 
Pioneer in normothermic 
perfusion

Nassim Kumar (Toulouse, 
France) – Leading authority in 
transplant immunology and 
recipient outcomes

Marcus Pereira (New York, 
USA) – Renowned expert in 
infectious diseases in 
transplantation

Atul Humar (Toronto, 
Canada) – Pioneer in 
transplant virology and post-
transplant care

Dan Brennan (Baltimore, 
USA) – Specialist in transplant 
nephrology and long-term 
graft survival

Camille Kotton (Boston, 
USA) – International leader in 
transplant infectious diseases 
and immunosuppression 
management

Vassilios Papalois (London, 
UK) – Renowned authority in 
organ transplantation and 
surgical excellence

Chris Callaghan (London, UK) 
– Key expert in kidney 
transplantation and organ 
preservation 

16
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REGULATORY ALIGNMENT IN SUPPORT OF PHASE 1

17

CTA approved in UK and Canada

Scientific advices meetings 
with Denmark, Spain and UK

Positive response to overall 
development path to 

registration

Phase 1 CTA approval in UK 
and Canada

FDA pre-IND meeting 
planned for 2026
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SYN002 PHASE 1 STUDY

18

CTA approved, enrolment expected in April 2026

Parameter Description

Patient population CMV positive donor kidney
CMV positive or negative recipient patient

Dose levels 4 dose levels equivalent to IC25, IC80, IC99 and ≥IC99 (based on preclinical organ studies)

Route of administration Kidneys will undergo normothermic ex vivo perfusion with SYN002 following organ procurement 
from donors

Number of patients (N=12)

• Cohort 1 (IC25): 2
• Cohort 2 (IC80): 2
• Cohort 3 (IC99): 2
• Cohort 4 (≥IC99): 6

Primary objective Safety and tolerability

Secondary objective Exploratory efficacy

Study duration
Safety readout: 9 months
Efficacy readout: 13 months
Final study report: 16 months

Investigator sponsored study study, conducted at the University of Toronto, Canada 
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251127

First Patient 
Dosed

Primary 
Safety 

Cohort 1-3

Primary 
Safety Max 

Dose

3m 
Explorative 

Efficacy

Safety & 
Explorative 

Efficacy

3m Safety 
Cohort 1-3

Short term value inflections

PHASE 1 CLINICAL TRIAL
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251127

Phase 2A 
Primary 
Safety

Phase 2A 
Safety & 

Exploratory 
Efficacy 

Phase 2B 
Initiation

Approval

Phase 1 
Safety &

Explorator
y Efficacy

Full 
Efficacy & 

Safety

Long term value inflections

SYN002 DEVELOPMENT PLAN



PR
O

PR
IE

TA
R

Y
 A

N
D

 C
O

N
FI

D
EN

TI
A

L ATTRACTIVE COMMERCIAL 
POTENTIAL
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FAVORABLE PAYER AND REIMBURSMENT SYSTEMS FOR
PRE-TRANSPLANTATION EX VIVO THERAPY (US)

22

Organ acquisition Transplantation Outcome
post transplantation

SOC Reimbursed via 
Medicare part B or D
For immuno-
suppressive 
medications (part D) 
and outpatient visits / 
labs (part B).
Readmissions covered 
under respective 
payer rules with 
possible value-based 
penalties.

SYN002 Reimbursed 
via Medicare part A
Ex vivo perfusion and 
conditioning is 
typically treated as 
Organ acquisition 
adjunct, or “Non-
physician clinical 
service”.
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THE KIDNEY TRANSPLANTATION MARKET CONTINUES TO 
GROW

23

5% growth (CAGR) in number of kidney 
transplants in the US last 10 years
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2014 2015 2016 2017 2018 2019 2020 2021 2022 2023

Annual kidney transplants in the US

Deceased donor Living donor
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Risks associated with receiving a CMV infected organ & positioning during organ acquisition will drive market uptake

SYN002 THERAPY REPRESENTS A SIGNIFICANT
MARKET OPPORTUNITY

SYN002 US sales forecasts  |  US, kidney market

Assumes continuous growth of deceased/living 
kidney transplants – based on growth since 2013

Pricing : $57,000 + 3% increase per year (on par 
with SOC) 

Market share at peak sales

• 90% for deceased D+/R-  
• 45% for deceased D+/R+
• 45% for living D+/R-
• 23% for living D+/R+

Key assumptions

Based on US kidney transplant numbers only
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POTENTIAL PARTNERS – BIO/PHARME

Company Rationale for Partnership/Acquisition Relevant Portfolio / Recent Steps

Asahi Kasei / Veloxis Transplant immunosuppression specialist Envarsus®, VEL-101

Hansa Biopharma Only approved desensitization therapy enabling incompatible transplants Idefirix® (imlifidase)

Takeda Critical antiviral expertise for transplant patients Livtencity® (CMV)

Merck (MSD) CMV prevention market leader Prevymis®; expanding antiviral transplant care

AstraZeneca Complement inhibitors central to rejection pathways Soliris®, Ultomiris®

Biogen Expanding into AMR and kidney disease immunology Felzartamab; HI-Bio acquisition; Phase 3 trials

United Therapeutics Leader in xenotransplantation & bioengineered organs Miromatrix acquisition; xenokidney; organ manufacturing

Sanofi Key transplant and immune disorder therapeutics Thymoglobulin®, Rezurock®

Grifols Plasma biologics for infection & immune modulation Cytotect®, Ig therapies

Otsuka Pharmaceutical Large nephrology footprint (ADPKD → transplant pathway) Tolvaptan; renal device programs

CareDx Leader in rejection surveillance diagnostics AlloSure®, AlloMap®

Natera Competitive cfDNA rejection testing Prospera

CSL Behring Immune therapies highly relevant to graft function Ig therapies; complement pathway R&D

Memo Therapeutics Targeting BK virus in transplant patients Potrativug mAb

CSL Seqirus Vaccines relevant to immunosuppressed patients Influenza/viral vaccines

Regeneron Strong immunology R&D platform IL/immune biologics

Vertex Regenerative medicine with future transplant relevance Cell therapy programs

Gilead Antiviral company Antiviral/transplantation program
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POTENTIAL PARTNERS - MEDTECH

Company Rationale for Partnership/Acquisition Relevant Portfolio / Recent Steps

XVIVO Comprehensive lung/liver/kidney perfusion ecosystem Kidney Assist, Liver Assist, XPS; US organ recovery service

OrganOx/Terumo Strong clinical evidence in warm liver perfusion metra  NMP system; acquired by Terumo

TransMedics Market leader in warm perfusion; transforming organ utilization OCS Heart/Lung/Liver; EVOSS & LifeCradle acquisitions

DEKA Developer of normothermic kidney perfusion system Warm kidney perfusion, DEKA POD

34 Lives Perfusion-as-a-service provider; expands organ salvage capacity Warm kidney perfusion network

Fresenius Kidney-care adjacency to transplant population Dialysis infra; apheresis; desensitization

Paragonix Technologies Leader in standardized cold organ transport SherpaPak®, LungGuard , LIVERguard

Bridge to Life Organ preservation solutions; strategic adjacency to perfusion Cold preservation solutions; partial TMDX acquisition

Eurofins / Viracor Critical transplant infection diagnostics CMV, BK, EBV assays

Baxter (MedTech) Renal tech with indirect transplant relevance Dialysis and renal systems
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Biotechnology, drug development, financing, market & commercial strategy, clinical/scientific leaders

BOARD AND ADVISORS

SCIENTIFIC 
ADVISOR

BOARD MEMBER BOARD MEMBER BOARD MEMBERCHAIRMAN

John Haurum

M.D., D. Phil. 
Previously CEO 
of F-star, VP Eli 
Lilly, CSO at 
Symphogen

Morten
Schrøder
Board member 
MC2 
Therapeutics, 
Mermaid Care, 
MEQU and XO 
Care

Prof. Mette
Rosenkilde
M.D., Ph.D.
Molecular and 
translational 
pharmacology
Co-founder of 
Synklino

Ulf Meier-
Kriesche
M.D.
Previous CSO at 
Veloxis and 
senior 
leadership 
positions in 
Astellas Pharma, 
Bristol-Myers 
Squibb, and 
CellVie

Prof. John
Sinclair
Ph.D. 
Deputy Head of 
the Department 
of Medicine and 
Head of the 
Division of 
Infectious 
Diseases at 
Cambridge 
University

CLINICAL 
ADVISOR

Prof. Atul 
Humar
M.D., M.Sc. 
Senior Scientist, 
Toronto General 
Hospital 
Research 
Institute. World 
leading expert 
in the field of 
transplantation 
& infectious 
diseases

28
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Fully capable of taking SYN002 to clinical POC, significant skin in the game

MANAGEMENT TEAM

EXECUTIVE

Thomas N. 
Kledal
Ph.D., MBA
25+ years in life 
science and biotech. 
Previous Head of 
Virology and Life 
Science Engineering 
at DTU, CEO at 
Inagen. Co-founder 
of Synklino

MEDICAL

Ian McGowan

M.D., Ph.D., FRCP
35+ years in 
managing Phase 1 
through Phase 3 
drug development. 
Previously Professor 
of Medicine, at the 
University of 
Pittsburgh.

FINANCE

Carit Jacques
Andersen
M.Sc. B.A.
20 years as CFO in 
biotech and pharma. 
Experienced taking 
companies public 
and managing listed 
companies.

OPERATIONS

Jette Wagtberg 
Sen
Ph.D.                   
15+ years in 
development, 
operations and CMC. 
Previous Senior 
Director at 
Symphogen.

NON-CLINICAL

Johan Lantto

Ph.D. 
20+ years in drug 
discovery and 
development in 
biotech and pharma. 
Previous Sr. Director 
at Symphogen/ 
Servier.

PROJECTS

Fredrika Carlsson

Ph.D. 
Experienced 
researcher, and 
project manager with 
experience from 
Alligator Bioscience. 
Previous postdoc at 
Scripps Research

Drug Development 
SUCCESS

Transaction 
EXPERIENCE

Financing & IPO 
EXPERTISE

Significant ownership
INTEREST

29
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FINANCING/INFLECTION STRATEGY

30

Entering clinical development

External validation & co-financing
• Unanimous KOL validation of clinical need 
• UHN Toronto is the sponsor of the clinical Phase 1 trial
• Capital-efficient access to clinical  data

Progress
• Preclinical data show safety and >90% efficacy in human organs
• Phase 1 clinical trial will be initiated Q2 2026
• Financing secured for Phase 1 into Q1 2027

Value creation
• Phase 1 provides clinical feasibility dose setting, validate safety and early efficacy
• Short and cost-effective development path, 5 years and €80m to BLA
• Large, reimbursable, and structurally attractive market with blockbuster potential

Financing €22m for 2027/2028
• Q3 2026, €6m for Phase 1 efficacy, CMC, and Phase 2 preparation
• Q2 2027 €16m for Phase 2 execution
• Exit potential within 3-4 years
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THANK YOU 
FOR YOUR ATTENTION

Unique MoA in field 
with vast unmet need

Near term milestones 
and important value 
infliction points

Significantly derisked 
development, clear 
and short path to 
market

Multiple exit routes

Attractive market 
opportunity, 
blockbuster potential

Thomas N. Kledal, CEO

Phone: + 45 20 12 16 56 

Email: tnk@synklino.com

Contact
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