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Disclaimer

This presentation contains forward-looking statements that involve substantial risks and uncertainties. All statements, other than statements of historical facts, contained

in this presentation, including statements regarding Immunicum’s view on strategy, future operations, future clinical development plans and objectives, future financial

position, future revenues, projected costs, prospects, plans and objectives of management, are forward-looking statements. The words “anticipate”, “believe”, “estimate”,

“expect”, “intend”, “may”, “plan”, “predict”, “project”, “target”, “potential”, “will”, “would” “can”, “could”, “shall”, “should”, “continue” and similar expressions are intended to

identify forward-looking statements, although not all forward-looking statements contain such identifying words. We may not actually achieve the plans, intentions or

expectations disclosed in our forward-looking statements, and you should not place undue reliance on our forward-looking statements. Actual results or events could

differ materially from the plans, intentions and expectations disclosed in the forward-looking statements we make. The forward-looking statements contained in this

presentation reflect Immunicum’s current views with respect to future events, and Immunicum assumes no obligation to update any forward-looking statements except

as required by applicable law. Our actual results and/or actual events could differ materially from those anticipated in forward-looking statements for many reasons,

including, without limitation, risks associated with our clinical development activities, chemistry, manufacturing and controls, regulatory oversight, product

commercialization, upholding of intellectual property rights or intellectual property claims, general market developments and other risks, uncertainties and factors within

and outside of our control. Given these risks, uncertainties and other factors, you should not place undue reliance on forward-looking statements, and we assume no

obligation to update forward-looking statements, even if new information becomes available in the future, or to provide information regarding the reasons why actual

outcome, events or results could differ materially from those anticipated in the forward-looking statements, except as required by law. You should instead make or, if you

are not qualified to do so, seek the assistance of qualified and professional counsel in making, an independent and adequately substantiated assessment of us, our

operations, current and future activities and commercial potential based on all available information about us, as presented in financial reports, press releases and in

other contexts, and about the business fields and markets in which we are active, as presented in, inter alia, scientific and other publications (although we do not

assume any responsibility for information about us obtained from third parties).
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Today’s update of the ADVANCE II trial 

• Top line data on primary endpoint of measurable residual disease (MRD) 

• Interim read-out of survival (RFS/OS)

About the ADVANCE II trial

• Monotherapy trial addressing a high and largely unmet medical need for 
safe and effective AML maintenance therapy

• International trial with 10 participating centres in The Netherlands, 
Germany, Sweden, Norway, and Finland

• Supported by EU Horizon 2020 grant 
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Reviewing Interim Results from ADVANCE II Study of DCP-001



Product Opportunity 
in AML Maintenance
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Maintenance Therapy Remains a High Unmet Medical 
Need in AML

AML in Numbers

AML diagnosis 
(adults)

Fit for 
chemotherapy

Unfit for 
chemotherapy

HSCT
“Aim to cure”

Maintenance / 
Watchful 
waiting

Continue 
treatment if 

tolerable

Challenge to maintain 
CR status

Diagnosed each 
year

20- 65%Achieving complete 
remission (CR)

20- 40% CR65% CR

~55k new 
cases*

Residual Disease

CR = <5% blasts 
in bone marrow

Residual disease 
detected with much 
finer granularity

* Excl. China/Japan, Company estimates

“Maintenance treatment in AML is the new frontier in AML. It is based on the 
availability of novel and targeted agents which allow to prevent or at least delay 
the time to disease progression. However, this should not be achieved at the 
expense of safety or harm the patient´s quality of life.”

Prof. Dr. med. Uwe Platzbecker
Uniklinikum Leipzig, ADVANCE II investigator
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Growing Relevance of Measurable Residual Disease (MRD) in 
Clinical Practice

MRD has become a valuable surrogate 
endpoint for survival in AML

In patients with acute myeloid leukemia, achievement 
of MRD negativity is associated with superior long-
term survival.

Warrants consideration as a clinical trial endpoint that 
may allow for more rapid evaluation of the efficacy 
of novel therapies.

Systematic review and meta-analysis of 81 
publications reporting on 11,151 patients with AML.

Relapse-free survival in AML

Short et al. JAMA Oncol. 2020;6(12):1890-1899
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ADVANCE II Adds to Growing Validation of MRD in AML

Prof. Dr. Arjan van de Loosdrecht

Principal Investigator of the ADVANCE-II study 
and lead-scientist in MDS/AML at Amsterdam 
University Medical Center/VUmc

“MRD as the primary endpoint in Phase II studies is of 
increasing importance for predicting relapse-free and 
overall survival. 

The ADVANCE II study showed that DCP-001 induces 
sustained MRD conversion in a subset of patients with 
AML and hence with prolonged RFS and OS as 
compared to those who did not achieve MRD conversion. 

These data confirmed the power of MRD as primary 
endpoint as well as the immunotherapeutic potential of 
DCP-001.”
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MRD responses (Quazar study, oral aza) Relapse-free survival – Baseline MRD+

Currently Available AML Maintenance Therapy Leaves Room 
for Improvement

Reference: G Roboz et al. Blood 2022
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Complete Remission
Prolonged Remission

Relapse

Tumor burden

DCP-001 vaccination aims to 
boost anti-tumor immunity 
following initial treatment, in 
order to control residual 
disease and reduce or delay 
relapse

Time

DCP-001 Has Potential to Deliver Transformational Change 
in AML Maintenance Therapy

MRD

DCP-001 Vaccination



Interim Results from 
ADVANCE II Trial
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• Multicenter, international, open-label study 
(n=20)

• Patients were selected based on Complete 
Remission and MRD+ status

• Primary endpoints:
• Effect of DCP-001 on MRD

• Effect of DCP-001 on immune responses in AML 
patients in first CR1 and with persistent MRD

• Safety and tolerability

• Secondary endpoints:
• Effect of DCP-001 on Relapse-Free (RFS) and Overall 

Survival (OS)

• Possible difference between two vaccination regimes

ADVANCE II: Phase II Study Designed to Validate DCP-001 
as Novel Maintenance Therapy in AML

0 2 4 6 14WEEK 18

• 4 biweekly vaccinations at 25 or 50 million 
cells/vaccination

• 2 booster vaccinations at week 14 and 18 at dose of 10 
million cells/vaccination

Administration Schedule

Supported by EUR 6m Horizon2020 subsidy (AML-VACCiN)
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• During the study >100 intradermal vaccinations with DCP-001 were performed

• No Serious Adverse Events (SAE) reported as a result of DCP-001 vaccination

• DCP-001 is well tolerated with mild adverse events (AE) at the site of injection(2)*

• Other adverse events reported were all detected once, inflammation at injection site(2), 

pruritis(1), diarrhea(1), pain in extremity(2), intertrigo groin(1), paresthesia(1), 

conjunctivitis(2), headache(2), and arthralgia(1)

Favorable Safety Profile of DCP-001 Confirmed

Safety profile supports use in AML maintenance treatment, either alone or in combination with other treatments

*(AEs with respective CTCAE grades)
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Summary of Top-Line MRD Responses

• 5 out of 20 patients in CR1 and 
MRD positive converted to MRD 
negative (25%)

• In 2 patients a reduction in MRD 
by at least 10-fold was seen (10%)

• In 7 patients MRD remained stable 
(35%)

• A total of 6 patients relapsed within 
32 weeks after vaccination (30%)

Converted

Reduction

Stable

Relapsed

Overall MRD response in 7 out of 20 patients (35%)
Stable MRD in another 7 patients (35%)

Study population (N=20)

Median age: 60 (34 – 79)

Female/Male: 10 / 10

Molecular 
aberrations:

NPM1 (n=10), CBFB-
MYH11  (n=4), IDH2 (2), 
RUNX1-RUNX1T1 (2), 
FAB-M4 (1), CEBPA (n=1)

ELN risk score: Favorable (13), 
Intermediate (6), 
Adverse (1)

• All MRD positive at baseline based on Flow or 
PCR/NGS, except for 1 patient

• MRD read-out in 20 patients up to 8 months

• Median FU (3rd May 2022): 436 days (14.3 months)

MRD Responses



15

Fast Onset and Durable MRD Responses Prolonged Relapse-Free Survival

• To date, 7 relapses have been reported in the 
evaluable patient population (N=20)

• Median RFS and OS have not yet been reached
• Estimated probability RFS at 6 months: 83.7% 

(range 64 – 94%)
• Estimated probability OS at 6 months: 97.0% 

(range 79 – 99%)

• MRD converted patients remained relapse free and 
alive during follow up

MRD Responses Are Indicative for Survival Benefit

• MRD responses were observed early after the 
initial 4 vaccinations (median 14 weeks [range 14-
20 weeks] after start vaccination)

• Responses were durable in 4 out of 5 patients 
remaining MRD negative up to week 32

• Time between start of DCP-001 vaccination and 
initial induction chemotherapy was 295 days 
(median) for the overall population

• Median time on study > 14.3 months

Interim results suggest DCP-001 treatment of MRD+ AML patients leads to reduction of residual disease and 
translates into survival benefit 



Outlook
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2022

• Additional ADVANCE II updates in 2022 Q4
• Survival data – RFS and OS
• Immunomonitoring data 

• Detailed data to be presented at a medical conference

Mid-term Outlook

• Based on today’s results, the ADVANCE II study is expected to provide a basis for late-
stage development of DCP-001

• In parallel, Immunicum is preparing for commercial-stage manufacturing

• Product profile and preclinical validation supports broader positioning in AML maintenance

Upcoming Milestones for DCP-001
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