
 

14 December 2022 
Mendus presented new positive survival data for the company’s cancer 

relapse vaccine, DCP-001, at the 64th American Society of Hematology 

(ASH) Annual Meeting, demonstrating the treatment has the potential to 

significantly affect patient survival as an acute myeloid leukaemia (AML) 

maintenance therapy. At the median follow-up period of 19.4 months, 

patients in the Phase II ADVANCE II trial treated with DCP-001 recorded a 

median overall survival (mOS) of 30.9 months and median relapse-free 

survival (mRFS) had not yet been reached. In our view, the updated survival 

results indicate significant potential improvements over the only approved 

AML maintenance therapy, oral azacitidine, given the latter’s existing data. 

We believe the ADVANCE II data could open the door for Mendus to address 

other unmet medical needs in AML and other blood-borne cancers. Our 

valuation of Mendus is unchanged at SEK1.8bn or SEK9.1 per share but we 

will revisit our assumptions once future development plans are reported. 

Year end 
Revenue 

(SEKm) 
PBT* 

(SEKm) 
EPS* 

(SEK) 
DPS 

(SEK) 
P/E 
(x) 

Yield 
(%) 

12/20 0.0 (89.2) (1.17) 0.0 N/A N/A 

12/21 0.0 (133.4) (0.73) 0.0 N/A N/A 

12/22e 3.2 (130.9) (0.66) 0.0 N/A N/A 

12/23e 0.0 (138.5) (0.69) 0.0 N/A N/A 

Note: *PBT and EPS are normalised, excluding amortisation of acquired intangibles, 
exceptional items and share-based payments. 

ASH data a win for DCP-001  

We see the ASH 2022 survival data presented by Mendus as further support for 

DCP-001’s competitive profile as an AML maintenance therapy. Compared to data 

for the treatment’s main competitor, azacitidine, the significantly extended mOS and 

(potentially) mRFS are very encouraging, in our view; however, the comparison is 

limited as there is no control or placebo comparator arm in ADVANCE II. We expect 

management to provide an update on patient survival once mRFS is reached. 

A growing need for effective maintenance therapies 

As highlighted at a recent key opinion leader (KOL) event, hosted by Mendus, 

current standard of care (chemotherapy followed by stem cell transplant) is 

unsuccessful in the majority of patients, due to the persistence of measurable 

residual disease (MRD). Hence, there is a clear need for effective maintenance 

therapies. We see DCP-001’s meaningful impact on patient survival and MRD 

status in the ADVANCE II trial as encouraging support for the treatment’s potential 

use as an important part of maintenance therapy regimens.  

Valuation: SEK1.8bn or SEK9.1 per share 

Our valuation of Mendus is unchanged at SEK1.8bn or SEK9.1 per share and 

includes a net cash position of SEK15.7m at end-Q322. The data from ADVANCE II 

is undoubtably a positive result for the company, and we will revisit our valuation 

assumptions for DCP-001 once the full survival results and the company’s future 

development plans are reported.  
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Positive survival data in AML maintenance  

The clinical data for DCP-001 as an AML maintenance therapy continue to impress, after Mendus 

reported updated survival and immunomonitoring data from the Phase II ADVANCE II trial 

(NCT03697707) at the 64th ASH Annual Meeting. As a reminder, ADVANCE-II is an ongoing, open-

label Phase II trial investigating DCP-001 as a potential relapse vaccination in AML patients who 

are in their complete remission but still have MRD. The results reported at ASH 2022 follow interim 

data from May, which, at the time of analysis, showed an MRD response in seven out of 20 patients 

(aged 34–79, median 60) treated with DCP-001 over the 32-week study period, with five patients 

converting from MRD-positive to MRD-negative and two demonstrating an at least 10-fold reduction 

in MRD. A further seven patients had stable MRD and six patients relapsed during this time. At this 

point the study had not yet reached median RFS or OS.  

Results presented at ASH 2022 showed that, at a median follow-up period of 19.4 months, median 

RFS for the entire patient population was not yet reached (but 12-month RFS was estimated at 

64%, range 41–80%, Exhibit 1), and median OS stood at 30.9 months (Exhibit 2) and those 

patients who were still in complete remission (12 out of 20 patients) had been so for 16 to 47 

months after start of treatment (Exhibit 1). Patients who had converted to MRD-negative displayed 

a significantly prolonged RFS and OS, with neither mRFS nor mOS being reached in this sub-

group. DCP-001 continued to display a good safety profile, with no serious or severe adverse 

events reported (the main adverse events continued to be injection site reactions occurring within 

48 hours after treatment). This very important in AML, where the main standard of care is cytotoxic 

chemotherapy, which is unsuitable for many. Following completion of the initial 70-week follow-up 

period, patients enrolled in ADVANCE II have now entered a long-term follow up, which we expect 

will provide median-RFS data, once reached. 

Exhibit 1: ASH DCP-001 ADVANCE II RFS data  

 

Source: Mendus corporate presentation December 2022 

https://www.edisongroup.com/publication/positive-interim-data-for-dcp-001/30901/
https://clinicaltrials.gov/ct2/show/NCT03697707?term=Advance+II&draw=2&rank=3
https://mendus.com/news/mendus-ab-mendus-presents-positive-survival-data-from-the-advance-ii-trial-evaluating-dcp-001-as-a-maintenance-therapy-in-aml-at-the-american-society-of-hematology-ash-meeting
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Exhibit 2: ASH DCP-001 ADVANCE II OS data  

 

Source: Mendus corporate presentation December 2022 

Immunomonitoring data, also presented at ASH, showed the number of patients with an MRD 

response, and the nature of those responses, was unchanged from the preliminary results reported 

in May (seven of 20 patients, five MRD conversions from positive to negative, two 10x MRD 

reductions), however 17 out of 20 patients displayed immune responses to DCP-001 specific 

tumour-associated antigens. High immune responses were observed to correlate with patient MRD 

responses and the five patients who displayed MRD conversion following DCP-001 treatment had 

significantly better overall survival, with all being alive at the time of analysis. We believe this 

represents convincing evidence that DCP-001 can affect a meaningful immune response that may 

improve patient survival and relapse in AML patients in remission with persistent MRD. 

Building a competitive profile versus standard-of-care  

The data presented by Mendus demonstrate DCP-001 has the potential to affect a meaningful 

improvement in patient relapse and survival, in our view. When viewed in comparison with the only 

approved AML maintenance therapy currently, oral azacitidine (Onureg, Bristol Myers Squibb), this 

becomes more evident. Onureg was approved by the FDA as an AML maintenance therapy in 

2020, based on data from the randomised, placebo-controlled, double-blind Phase III QUAZAR 

AML-001 (NCT01757535) study, in which the drug demonstrated an mOS of 14.6 months (vs 10.4 

months in placebo group) and mRFS of 7.1 months (vs 2.7 months in placebo group) in baseline 

MRD+ patients. Recent mOS data from the ADVANCE trial (30.9 months) compares very 

favourably, in our view, with the QUAZAR AML-001 data for Onureg (14.6 months). That the trial 

has not reach relapse-free survival at a median-follow up period of 19.4 months also suggests 

significantly improved relapse rates with DCP-001 treatment, in our view, in comparison with the 

results shown in QUAZAR AML-001. We caveat, however, that comparisons made between clinical 

trials must be undertaken with care and the design of the QUAZAR AML-001 trial (randomised, 

placebo controlled, double blind) means direct comparison with the Phase II ADVANCE II study 

(open-label without a placebo or control comparator arm) survival data is not necessarily applicable.  

We note that Venetoclax (AbbVie), a selective B-cell lymphoma 2 (BCL-2) inhibitor, which forms the 

backbone of many first-line treatment regimens in AML, is also in development as a potential 

maintenance therapy for AML, in combination with azacitidine. The randomised, double-blind, multi-

arm Phase III VIALE-M (NCT04102020) is currently enrolling patients to investigate this 

combination’s effect as a maintenance therapy in AML patients experiencing first remission after 

chemotherapy. The trial will assess OS and RFS up to three years and is expected to complete in 

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-onureg-azacitidine-tablets-acute-myeloid-leukemia
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-onureg-azacitidine-tablets-acute-myeloid-leukemia
https://clinicaltrials.gov/ct2/show/NCT01757535
https://ashpublications.org/blood/article/139/14/2145/483370/Oral-azacitidine-prolongs-survival-of-patients
https://ashpublications.org/blood/article/139/14/2145/483370/Oral-azacitidine-prolongs-survival-of-patients
https://www.futuremedicine.com/doi/10.2217/fon-2022-0450
https://clinicaltrials.gov/ct2/show/NCT04102020
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late-2027. While the potential approval of venetoclax as an AML maintenance therapy could affect 

DCP-001’s commercial prospects, given the toxicity concerns associated with its use (in contrast to 

DCP-001’s good safety profile to date, in our view) we do not see venetoclax as a meaningful threat 

to DCP-001. 

KOL event highlights the need for maintenance therapy  

In a recent event, hosted by the company, the need for effective AML maintenance therapies was 

highlighted by two KOLs in the field. MRD status (defined as the presence of leukaemia cells at 

levels as low as 1:104 to 1:106 white blood cells) is an emerging prognostic biomarker that is 

recognised as an important risk factor in AML. In current practice, once AML patients have reached 

complete remission (CR) through treatment with intensive chemotherapy (eg the 3+7 regimen of 

three days of anthracyclines followed by seven days of cytarabine), they will either receive a stem-

cell transplant (if eligible) or maintenance therapy (currently Onureg) to reduce the risk of relapse. It 

is estimated that the 3+7 regimen has a 54% CR rate, and while a stem cell transplant is generally 

recognised as the only curative treatment option but is not always appropriate. It is estimated that 

the chemotherapy-stem cell transplant standard of care is unsuccessful in 60–80% of patients due 

to the persistence of MRD, hence the need for effective maintenance therapies. In addition, the 

event highlighted the shortcomings of immune checkpoint inhibitors and the opening in the 

treatment landscape this has left, relative to other oncology indications.  

Door opening in other haematological malignancies  

Considering the recently presented survival and immunomonitoring data and the emerging 

importance of MRD as a prognostic biomarker for patient survival, we continue to believe that DCP-

001 could form an important part of maintenance therapy regimens for AML patients in CR who still 

harbour MRD. The significant length of patient survival demonstrated in the ADVANCE II trial is 

especially positive news for Mendus, as the company continues to build DCP-001’s competitive 

profile as an AML maintenance therapy. In addition, we expect this positive data will aid in 

hastening any licensing/acquisition talks and drawing further industry attention to Mendus’s DCOne 

development platform.  

We view the positive data presented at ASH not only as proof-of-concept for DCP-001’s use in AML 

maintenance but for the use of immunotherapy in AML in general (other immunotherapies have 

historically been ineffective). With this data in hand, we expect the company will assess the full 

potential impact of DCP-001 in other haematological malignancies. There may now be opportunities 

for the company to expand the treatment’s reach in AML by targeting post-haematopoietic stem cell 

transplant (HSCT) patients (who are still at risk of relapse), and in combination with azacitidine in 

both pre- and post-HSCT patients. Management has also communicated that it may consider 

investigating the use of DCP-001 in other blood-borne malignancies such as myelodysplastic 

syndromes (MDS) and/or chronic myeloid leukaemia (CML).  

Financials and valuation 

Our forecasts and valuation, described in our prior note, are unchanged. 

https://mendus.com/news/replay-of-mendus-kol-event
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5865231/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9247764/
https://link.springer.com/article/10.1007/s00262-018-2198-9
https://www.edisongroup.com/publication/no-surprises-in-q3-as-dcp-001-readout-nears/31593/
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Exhibit 3: Financial summary 

Accounts: IFRS; Year end 31 December; SEK000s  2019 2020 2021 2022e 2023e 

Income statement           

Total revenue 0 0 31 3,212 0 

Cost of sales 0 0 0 0 0 

Gross profit 0 0 31 3,212 0 

SG&A (expenses) (11,734) (37,193) (43,490) (45,342) (46,702) 

R&D costs (48,980) (47,883) (85,796) (82,727) (82,727) 

Other income/(expense) 16,689 (64) (845) (1,007) 0 

Exceptionals and adjustments 0 0 0 0 0 

Reported EBITDA (44,025) (85,140) (130,100) (125,865) (129,430) 

Depreciation and amortisation (831) (887) 0 (842) (4,185) 

Reported Operating Profit/(loss) (44,856) (86,027) (130,100) (126,707) (133,615) 

Finance income/(expense) (2,915) (3,220) (3,310) (4,200) (4,894) 

Other income/(expense) 0 (1) 0 0 0 

Exceptionals and adjustments 0 0 0 0 0 

Reported PBT (47,771) (89,248) (133,410) (130,907) (138,509) 

Adjusted PBT (47,771) (89,248) (133,410) (130,907) (138,509) 

Income tax expense 0 0 0 0 0 

Reported net income (47,771) (89,248) (133,410) (130,907) (138,509) 

            

Basic average number of shares, m 73.9 76.2 182.8 199.4 199.4 

Basic EPS (SEK) (0.65) (1.17) (0.73) (0.66) (0.69) 

Diluted EPS (SEK) (0.65) (1.17) (0.73) (0.66) (0.69) 

            

Balance sheet           

Property, plant and equipment 4,328 2,909 2,470 12,274 8,966 

Intangible assets 0 532,441 532,441 533,859 533,859 

Right of use assets 0 0 0 26,177 26,177 

Other non-current assets 442 678 843 0 0 

Total non-current assets 4,770 536,028 535,754 572,310 569,002 

Cash and equivalents 14,032 167,643 155,313 23,874 28,672 

Prepaid expenses and accrued income 422 4,760 10,215 10,215 10,215 

Other current assets 18,695 20,230 19,702 20,506 20,506 

Total current assets 33,150 192,633 185,230 54,595 59,393 

Non-current loans and borrowings* 31,062 18,982 36,666 49,752 189,752 

Other non-current liabilities 1,230 303 0 24,148 24,148 

Total non-current liabilities 32,292 19,285 36,666 73,900 213,900 

Trade and other payables 1,898 10,365 11,610 3,112 3,112 

Other current liabilities 8,537 22,158 15,657 21,719 21,719 

Total current liabilities 11,306 48,282 27,576 27,169 27,169 

Equity attributable to company (5,677) 661,094 656,742 525,835 387,326 

            

Cash flow statement           

Operating Profit/(loss) (44,856) (86,027) (130,100) (126,707) (133,615) 

Depreciation and amortisation 831 887 992 842 4,185 

Other adjustments 0 0 0 0 0 

Movements in working capital (14,186) 27,731 (10,089) (3,240) 0 

Interest paid / received (166) (103) (140) (4,200) (4,894) 

Income taxes paid 0 0 0 0 0 

Cash from operations (CFO) (57,569) (56,626) (138,031) (132,462) (134,324) 

Capex  (809) (464) (1,361) (12,064) (878) 

Acquisitions & disposals net 0 0 0 0 0 

Other investing activities 0 0 0 0 0 

Cash used in investing activities (CFIA) (809) 157,298 (1,361) (12,064) (878) 

Net proceeds from issue of shares 0 0 128,949 0 0 

Movements in debt (760) (725) (1,922) 13,086 140,000 

Other financing activities 67,818 51,629 0 0 0 

Cash flow from financing activities 67,058 50,904 127,027 13,086 140,000 

Increase/(decrease) in cash and equivalents 9,627 153,611 (12,330) (131,439) 4,798 

Cash and equivalents at beginning of period 4,405 14,032 167,643 155,313 23,874 

Cash and equivalents at end of period 14,032 167,643 155,313 23,874 28,672 

Net (debt) cash (17,030) 133,782 118,647 (25,878) (161,080) 

Source: Edison Investment Research, Mendus company accounts  
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General disclaimer and copyright  

This report has been commissioned by Mendus and prepared and issued by Edison, in consideration of a fee payable by Mendus. Edison Investment Research standard fees are £60,000 pa for the production and broad 

dissemination of a detailed note (Outlook) following by regular (typically quarterly) update notes. Fees are paid upfront in cash without recourse. Edison may seek additional fees for the provision of roadshows and related 

IR services for the client but does not get remunerated for any investment banking services. We never take payment in stock, options or warrants for any of our services. 

Accuracy of content: All information used in the publication of this report has been compiled from publicly available sources that are believed to be reliable, however we do not guarantee the accuracy or completeness of 

this report and have not sought for this information to be independently verified. Opinions contained in this report represent those of the research department of Edison at the time of publication. Forward-looking information 

or statements in this report contain information that is based on assumptions, forecasts of future results, estimates of amounts not yet determinable, and therefore involve known and unknown risks, uncertainties and other 

factors which may cause the actual results, performance or achievements of their subject matter to be materially different from current expectations.  

Exclusion of Liability: To the fullest extent allowed by law, Edison shall not be liable for any direct, indirect or consequential losses, loss of profits, damages, costs or expenses incurred or suffered by you arising out or in 

connection with the access to, use of or reliance on any information contained on this note. 

No personalised advice: The information that we provide should not be construed in any manner whatsoever as, personalised advice. Also, the information provided by us should not be construed by any subscriber or 

prospective subscriber as Edison’s solicitation to effect, or attempt to effect, any transaction in a security. The securities described in the report may not be eligible for sale in all jurisdictions or to certain categories of 

investors. 

Investment in securities mentioned: Edison has a restrictive policy relating to personal dealing and conflicts of interest. Edison Group does not conduct any investment business and, accordingly, does not itself hold any 

positions in the securities mentioned in this report. However, the respective directors, officers, employees and contractors of Edison may have a position in any or related securities mentioned in this report, subject to 

Edison's policies on personal dealing and conflicts of interest. 

Copyright: Copyright 2022 Edison Investment Research Limited (Edison).  

 

Australia 

Edison Investment Research Pty Ltd (Edison AU) is the Australian subsidiary of Edison. Edison AU is a Corporate Authorised Representative (1252501) of Crown Wealth Group Pty Ltd who holds an Australian Financial 

Services Licence (Number: 494274). This research is issued in Australia by Edison AU and any access to it, is intended only for "wholesale clients" within the meaning of the Corporations Act 2001 of Australia. Any advice 

given by Edison AU is general advice only and does not take into account your personal circumstances, needs or objectives. You should, before acting on this advice, consider the appropriateness of the advice, having 

regard to your objectives, financial situation and needs. If our advice relates to the acquisition, or possible acquisition, of a particular financial product you should read any relevant Product Disclosure Statement or like 

instrument.  

 

New Zealand  

The research in this document is intended for New Zealand resident professional financial advisers or brokers (for use in their roles as financial advisers or brokers) and habitual investors who are “wholesale clients” for the 

purpose of the Financial Advisers Act 2008 (FAA) (as described in sections 5(c) (1)(a), (b) and (c) of the FAA). This is not a solicitation or inducement to buy, sell, subscribe, or underwrite any securities mentioned or in the 

topic of this document. For the purpose of the FAA, the content of this report is of a general nature, is intended as a source of general information only and is not intended to constitute a recommendation or opinion in 

relation to acquiring or disposing (including refraining from acquiring or disposing) of securities. The distribution of this document is not a “personalised service” and, to the extent that it contains any financia l advice, is 

intended only as a “class service” provided by Edison within the meaning of the FAA (i.e. without taking into account the par ticular financial situation or goals of any person). As such, it should not be relied upon in making 

an investment decision. 

 

United Kingdom 

This document is prepared and provided by Edison for information purposes only and should not be construed as an offer or sol icitation for investment in any securities mentioned or in the topic of this document. A 

marketing communication under FCA Rules, this document has not been prepared in accordance with the legal requirements designed to promote the independence of investment research and is not subject to any 

prohibition on dealing ahead of the dissemination of investment research.  

This Communication is being distributed in the United Kingdom and is directed only at (i) persons having professional experience in matters relating to investments, i.e. investment professionals within the meaning of Article 

19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005, as amended (the "FPO") (ii) high net-worth companies, unincorporated associations or other bodies within the meaning of Article 49 

of the FPO and (iii) persons to whom it is otherwise lawful to distribute it. The investment or investment activity to which this document relates is available only to such persons. It is not intended that this document be 

distributed or passed on, directly or indirectly, to any other class of persons and in any event and under no circumstances should persons of any other description rely on or act upon the contents of this document.  

This Communication is being supplied to you solely for your information and may not be reproduced by, further distributed to or published in whole or in part by, any other person. 

 

United States  

Edison relies upon the "publishers' exclusion" from the definition of investment adviser under Section 202(a)(11) of the Investment Advisers Act of 1940 and corresponding state securities laws. This report is a bona fide 

publication of general and regular circulation offering impersonal investment-related advice, not tailored to a specific investment portfolio or the needs of current and/or prospective subscribers. As such, Edison does not 

offer or provide personal advice and the research provided is for informational purposes only.  No mention of a particular security in this report constitutes a recommendation to buy, sell or hold that or any security, or that 

any particular security, portfolio of securities, transaction or investment strategy is suitable for any specific person. 
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