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Immunicum
Full analysis of MERECA top-line results

The last several weeks have been volatile for Immunicum and illustrate
how complicated immunotherapy efficacy trials can be. On 29 August
2019, the company released top-line results from the Phase || MERECA
study with ilixadencel plus the tyrosine kinase inhibitor (TKI) sunitinib in
renal cell carcinoma (RCC). The co-primary survival endpoint at 18-months
lacked positive signals, which led to a negative reaction in the share price.
The full analysis released on 25 September 2019 added much more detail,
demonstrating that ilixadencel may have a more profound and durable
effect (statistical analysis not available), while the survival data may be
premature. The next date to watch is January 2020, when Immunicum will
report updated survival results at 24 months and median OS if reached.
Until then we keep our valuation at SEK2.0bn or SEK21.6/sh.

Revenue PBT* EPS* DPS PIE Yield
Year end (SEKm) (SEKm) (SEK) (SEK) (x) (%)
12117 0.0 (80.3) (3.1) 0.0 N/A N/A
12118 0.0 (97.9) (1.9) 0.0 N/A N/A
12119 0.0 (119.9) (1.3) 0.0 N/A N/A
12/20e 0.0 (121.6) (1.3) 0.0 N/A N/A

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

Top-line results from MERECA trial

Immunicum released Kaplan-Meier plots, which indicate the 18-month cut-off for
survival analysis may be premature. Immunicum plans to conduct the next patient
survival check once all patients are followed up for at least 24 months and the
updated results are expected in January 2020. In the ilixadencel arm, five of 45
evaluable patients (11%) achieved a complete response, while only one of 25
patients (4%) achieved a complete response in the control arm. For comparison,
the complete responses achieved by three novel approved treatments for RCC (all
combinations include a checkpoint inhibitor) varied between 3.4% and 9.4%.

ILIAD trial to become core R&D programme

Beyond the MERECA study, ongoing Phase Ib/Il ILIAD is the next major trial. Initial
safety results for the first cohort did not cause any concerns, so the trial is
progressing. Although final results from the ILIAD trial are not likely until 2022,
safety data from the Phase Ib part are key as it will be the first time ilixadencel is
combined with checkpoint inhibitors (CPIs) and will allow the company to engage in
negotiations with potential partners before the full ILIAD results are available. There
is a theoretical rationale to combine immune primers (specific immune activation)
with CPIs (make the tumour visible to immune system). In addition, CPIs have
toxicity issues, so when it comes to CPIs and other anti-cancer therapy
combinations, safety is as important as efficacy. Thus, ilixadencel’s clean safety
profile is a benefit.

Valuation: SEK2.0bn or SEK21.6/share

Our valuation is virtually unchanged at SEK2.0bn or SEK21.6/share. At present, we
have not made any changes to our underlying assumptions, but we will review
them once the mature survival data are in.
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Full Phase Il MERECA study results presented

The Phase Il MERECA study is the most advanced trial in the R&D pipeline. Patients enrolled for it
(n=88) are newly diagnosed and have metastatic RCC, so this is a severely ill group of subjects.
The patients were randomised to control (n=30) and active (n=58) arms. Patients in the active arm
received two injections of ilixadencel (on day 1 and day 14), then all patients in both arms
underwent kidney tumour surgery. The patients were allowed to recover for six weeks after the
surgery before the treatment with Sutent; this gap is mandatory due to Sutent’s toxicity. In total, the
patients were followed for 18 months (from the first injection of ilixadencel) according to the trial
design. Survival follow-ups will be conducted every six months thereafter.

The primary endpoints of the study are the hard clinical endpoints of median overall survival
(mOS) and overall survival (OS) after 18 months in addition to other secondary endpoints, such
as median progression-free survival (mPFS), time-to-progression (TTP), objective response
rate, CD8+ T-cell intratumoural infiltration, safety and various exploratory endpoints.

Exhibit 1: Phase Il MERECA study design

Randomized, controlled and open-label Phase Il study, stratified for poor-intermediate prognosis by IMDC (Heng) criteria
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Top-line results

On 29 August 2019 Immunicum released the initial top-line results from the MERECA trial, while the

was released on 25 September 2019. Of the 88 enrolled patients,
70 were evaluable for overall response (RECIST v1.1; ilixadencel n=45 vs control n=25).
Immunicum did not provide p values to indicate the statistical significance of the results, quoting
that the trial is exploratory and not powered to detect predefined efficacy measures. Therefore, we
can only evaluate the numerical differences. Safety and tolerability results were similar in both
arms, implying a good safety profile, ie no added toxicity from ilixadencel. The key top-line efficacy
results included:

Patient survival

The patient survival rate at the 18-month check was 63% in the ilixadencel arm and 66% in the
control group. P values were not provided, but Immunicum’s interpretation was that the survival
rates between the two arms were similar. Using July 2019 as a cut-off date, 57% of patients in the
ilixadencel treatment group were alive compared to 43% in the control group. Immunicum included
Kaplan-Meier plots in its presentation (Exhibit 2). This is not that common when the data are not
mature, but added a lot more detail. There was no visible separation at the 18-month cut-off point
(data are set and will not change); however, the curves started to separate after that point (data are
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subject to change). The projected curves will be updated be updated after each patient survival
check, so will change. The separation can widen or narrow.

The missed primary endpoint (survival at 18 months) caused the initial negative reaction in the
share price. As Immunicum explained, MERECA was an exploratory trial designed to accumulate
data and gain insights into the potential efficacy of ilixadencel. The design of such trials, however, is
not straightforward, so the sole focus on the primary endpoint alone may not have been an
appropriate way to evaluate the MERECA trial results. Therefore, we believe that the additional
readout expected in January 2020 will be more definitive than the predefined 18-month survival

primary endpoint. Median overall survival has not been reached at the 18-month cut-off, but should
be available in the data update.

Exhibit 2: Kaplan-Meier plots (mature in yellow background; projections in blue background, subject to change)
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Tumour response

The overall response rate (ORR) was similar in both arms (44% ilixadencel vs 48% sunitinib
monotherapy). However, in the ilixadencel arm five out of 45 evaluable patients (11%) achieved a
complete response, whereas only one of 25 patients (4%) achieved a complete response in the
control arm. Other tumour response measures were also stronger in the ilixadencel arm:

a longer median duration of response (7.1 months in ilixadencel arm vs 2.9 months in the
sunitinib monotherapy arm);

a higher percentage of responses ongoing at the 18-month check (60% in ilixadencel arm vs
33% in the sunitinib monotherapy group);

a higher percentage of responders alive at last patient contact (85% in ilixadencel arm vs 58%
in the sunitinib monotherapy group).

So, while ORR was similar, ilixadencel seems to produce a more profound and more durable effect
(numerically, as statistical significance evaluation is not available), which may be clinically relevant
findings. For example, the first ever oncolytic virus vaccine, Imlygic (Amgen), which is also thought
to act as immune primer, was approved after it demonstrated a durable response rate in melanoma
patients defined as a complete or a partial response maintained continuously for a minimum of six
months. Imlygic did not significantly improve the overall survival in these patients; however, it was
approved by the FDA on the durable response endpoint alone.
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Tumour infiltration

Immunicum performed the analysis of tumour tissues from the surgically removed tumours from the
patients who received ilixadencel injections and those in the control arm (no treatment before
surgery, Exhibit 1). The company decided to use a new method to evaluate the infiltration of CD8+
T-cells. Tissue samples were stained with anti-CD8 antibodies and a new computer algorithm was
used to quantify the CD8-stained area as a percentage of the total tumour area. The results
showed a median stained area of 1.08% in the ilixadencel group vs 0.84% in the control group, the
difference being not significant.

The tumour infiltration assessment method was different than used before, so it is difficult to form
any conclusions. Immunicum described that the variability of the CD8-stained area within the
treatment groups was very high. The infiltration varied substantially even between tumour samples
taken from the same patient or in those patients who demonstrated complete response (Exhibit 3).
The novelty of the assessment method and variability in findings make it difficult to evaluate the
tumour infiltration results.

Exhibit 3: Tumour infiltration results
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Our view

The complete response result is a standout when compared to other relevant trials in RCC

(Exhibit 4). Recently approved new drug combinations for RCC include pembrolizumab (Keytruda;
anti-PD-1) plus axitinib (Inlyta; TKI), nivolumab (Opdivo; anti-PD-1) plus ipilimumab (Yervoy; anti-
CTLA-4) and avelumab (Bavencio, anti-PD-L1) plus axitinib. All these novel treatment options
include CPIs and demonstrated improved overall survival against sunitinib in their respective clinical
trials. The 11% response rate seen in the MERECA trial was better than that achieved by axitinib
plus CPI, which varied between 3.4% and 5.7%.
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Exhibit 4: Cross-trial comparison of complete response rates
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Other measures of tumour response were also numerically better in the ilixadencel arm. Better
tumour response is a substantial clinical endpoint in itself, but normally this would increase the
expectations of an improvement in survival rates. At this stage, the survival endpoints in the
MERECA trial either did not provide a positive signal yet (OS) or have not been reached (mOS).
The data seem too premature at this stage to draw any final conclusions. The next patient survival
check at 24 months should provide a more definite answer (expected in January 2020).

Phase Il ILIAD to test combo with CPIs for the first time

Following the readout from the MERECA trial, the main focus will be on the other ongoing

(ILIxadencel in combination CPlIs in patients with ADvanced cancer). The
study is being conducted in the US and enrolled the first patient in February this year. ILIAD is
expected to recruit 150 patients in total in three solid tumour indications: gastric adenocarcinoma in
combination with CPIs, NSCLC and head and neck squamous cell carcinoma (HNSCC). The latter
indication will be split into two studies with human papilloma virus (HPV) positive and negative
tumour types to also study specific immune activation against HPV-related tumours.

In the Phase Ib part of the trial, ilixadencel will be combined with Keytruda and in the larger Phase I
part with Keytruda in NSCLC and Bavencio (avelumab, Merck KGaA and Pfizer) in the other
indications. As per the supply agreement, Immunicum will acquire Bavencio at no cost. The interim
safety results from the first cohort were announced with no concerns raised. Full safety and efficacy
data from the Phase Ib of ILIAD should be released in 2020 and controlled efficacy data from the
Phase Il of ILIAD should be obtained in 2022. The trial can be broken into two parts:

The Phase Ib part will enrol a total of 21 patients (Exhibit 5). The first six patients will need to
be enrolled in a staggered format, which in addition to treatment includes a six-week safety
period between each patient. This means it will typically take around two-and-a-half to three
months between the enrolment of each patient (treatment, safety period, safety committee
review). Although such design is relatively slow, it is required when a new combination of two
drugs is being tested. If no safety concerns emerge, the rest of the Phase Ib trial will recruit
faster. The goal the Phase Ib part is to assess safety and define optimal dosing in combination
with Keytruda. On 1 October 2019, Immunicum that the first three patients were
dosed and no serious adverse events were reported.

The Phase Il part will enrol up to 129 patients who will be grouped by indication (NSCLC,
HNSCC and gastric adenocarcinoma). Each of the arms is expected to be sufficiently powered
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to detect clinical efficacy. Head and neck cancer patients will be recruited into two studies
depending on their HPV tumour type. In total there will be four separate studies ongoing.
Immunicum specified that the idea of using two different CPls in the trial was supported by the
FDA. There will be futility analyses after seven to nine patients in each of the controlled trials.

The ILIAD trial is important because it will be the first study to test ilixadencel in combination with
CPIs. As well as safety and efficacy data, it is also designed to gather data to demonstrate the proof
of mechanism of action by showing that ilixadencel generates a systemic tumour-specific immune
response.

Exhibit 5: Phase Ib/Il multi-indication CPI combination ILIAD study design
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Potential ilixadencel positioning

llixadencel is being developed as an immune primer for anticancer treatment combinations.
Although the advent of new treatments can cause a paradigm shift in managing patients, it is an
unavoidable part of the drug development business. When MERECA was initiated, TKIs such as
Sutent were the standard of care and over the last several years three new combination treatments
have been approved (as discussed above). Looking forward, CPIs appear to be the best
combination partner drugs for Immunicum to explore, although in the 20 August corporate update
presentation the company discussed ilixadencel’s wider potential beyond CPls.
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CPIs have well-established safety issues, which limit combination potential, so two CPls can be
more effective, but also increase toxicity. Therefore, when it comes to CPI and other anti-cancer
therapy combinations, safety is as important as efficacy. From this perspective, immune primers
tend to have benign safety profiles, so should combine with CPIs well. Specifically, ilixadencel’s
safety data have been very good so far.

By the time full safety results from the Phase | part of the ILIAD trial are known (expected in 2020),
Immunicum will also have mature data from the MERECA, liver cancer and GIST trials. We believe
Immunicum will decide about further development and which indications to prioritise based on the
whole dataset. The company expects this type of data package will also be interesting to a number
of potential partners and improve the prospects for a potential out-licensing deal.

Exhibit 6: llixadencel R&D plan

Product & Indication Combination Preclinical Phase I/Il Phase Il Phase Il

Phase Il MERECA study

Kidney cancer Kinase inhibitors Top-line results Q3 2019
Phase I/11
Liver cancer Kinase inhibitors Completed
) . Phase /11
Gastrointestinal Kinase inhibitors Completed

stromal tumors

Head and neck cancer Checkpoint inhibitors

on-small cell lung cancer eckpeint inhibitors /"Phase b/l 1LIAD study
Gastric cancer Checkpoint inhibitors _

Source: Immunicum, Edison Investment Research

Financials and valuation

Immunicum’s Q219 operating loss of SEK33.2m was higher than the SEK19.3m loss in Q218 and
slightly higher than our estimate of SEK30.0m. As expected, R&D costs accounted for the majority
of the increase and were SEK25.8m (vs our estimate of SEK23.1m and SEK12.8m reported in
Q218), while administrative costs were SEK7.3m vs our expected SEK6.6m and SEK6.4m reported
a year ago. The increase in R&D costs was mainly due to the more intensive clinical R&D
programme and process development for manufacturing. We have already incorporated increasing
R&D in our model and for now keep our estimates unchanged, despite a slightly higher spend than
we anticipated. Immunicum is in a transition phase where costs associated with the MERECA trial
will wind down, but those associated with the ILIAD trial will increase.

Immunicum had cash of SEK363m at the end of June 2019. Management has guided that its cash
runway is to the end of 2021, which is in line with our model. The cash position was substantially
improved after the company completed an underwritten fund-raising split between a direct share
issue (c SEK178m) and a rights issue (c SEK173m).

Our updated valuation is virtually unchanged at SEK2.0bn or SEK21.6/share. For the time being we
have not made any changes to the underlying assumptions in our model (detailed in our

). The MERECA results were not straightforward to evaluate and one of the key
inputs, ie median overall survival, is still missing. We therefore leave our assumptions unchanged
until the mature survival data are in.
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Exhibit 7: Sum-of-the-parts Immunicum valuation

Product Launch Peak sales Probability rNPV rNPV/share

($m) (SEKm) (SEK)
lixadencel - RCC 2026 1730 17.4% 4254 46
lixadencel - HCC 2029 880 174% 230.1 25
lixadencel - NSCLC 2027 1370 17.4% 563.1 6.1
lixadencel - HNSCC 2028 1900 174% 3431 3.7
llixadencel - gastric adenocarcinoma 2028 1480 174% 270.5 29
Unallocated costs 100% (206.9) (2.2)
Net cash, end June 2019 100% 363.4 39
Valuation 1,988.8 21.6

Source: Edison Investment Research. Note: WACC = 12.5% for product valuations. RCC: renal cell carcinoma; HCC: hepatocellular
cancer; NSCLC: non-small cell lung cancer; HNSCC: head and neck squamous cell carcinoma.
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Exhibit 8: Financial summary

Year end 31 December

INCOME STATEMENT

Revenue

EBITDA

Operating expenses

Depreciation

Operating income

Reported operating profit

Net Interest

Profit before tax (reported)
Reported tax

Profit after tax (reported)

Minority interests

Net income (reported)

Basic average number of shares outstanding
EPS - basic reported (SEK)
BALANCE SHEET

Non Current Assets

Property Plant and equipment, net
Other financial assets

Other Non Current Assets

Current Assets

Cash and cash equivalents
Accounts receivable

Marketable securities and short-term investments
Prepaid expenses

Current Liabilities

Accounts payable

Accrued other liabilities

Other current liabilities

Non Current Liabilities

Long term debt

Equity

Retained earnings start of period
Total Shareholder's Equity

CASH FLOW

Cash Flow from Operations

EBIT (Operating profit)
Depreciation

Income Tax paid

Other Working Capital changes
Cash interest paid

Cash interest received

Net cash used in Operating activities
Cash Flow from Investing
Purchase of fixed assets

Sale of Investments

Net cash used in investing activities
Cash Flow from Financing

Change in Capital Stock

Net cash from Financing activities
Net Changes in Cash and Cash Equivalent
Cash and Cash Equivalents - Beginning
Cash and Cash Equivalents - End
Net cash/(debt)

SEK'000s 2017
IFRS

0
(80,629)
(80,847)
(71)

218
(80,700)
362
(80,338)
0
(80,338)
0
(80,338)
25,959
(3.09)

105,309
69

1
105,239
140,837
128,883
0

0

8,454
55,740
1,714
43,694
331
850
850
189,556
(151,447)
189,556

(80,700)
71

0
34,455
(274)

0
(46,447)

0
10,162
10,162

62,269
62,269
25,984
102,899
128,883
128,033

Source: Company accounts, Edison Investment Research

Immunicum | 11 October 2019

450,362
443,798
3,307

0

3,257
43482
31,266
11,378
838

850

850
406,041
(231,785)
406,041

(97,845)

419,584
419,584
314,916
128,883
443,799
442,948

2019e
IFRS

0
(119,898)
(120,101)
(5)

202
(119,904)
12
(119,891)

(119,891)

(119,891)
89,710

307,793
301,064
3472

0

3,257
20,799
10,369
6,836
3,504
850

850
286,150
(329,645)
286,150

(119,904)
5

0
(22,848)
(26)

38
(142,734)

0
0
0

0
0
(142,734)
443,799
301,065
300,214

2020e
IFRS

0
(121,625)
(121,848)
@)

223
(121,627)
(1)
(121,628)
0
(121,628)
0
(121,628)
92,258
(1.32)

- a N

0
176,709
169,807

3,646

0

3,257
11,342
912
6,836
3,504
850
850
164,521

(449 536)
164,521

(121,627)
2

0

(9,631)
(26)

25
(131,257)

0
0
0

0
0
(131,257)
301,065
169,808
168,957

2021e
IFRS

0
(123,383)
(123,627)
™

245
(123,383)
13
(123,370)
0
(123,370)
0

53,368
46,283
3,828

0

3,257
11,369
939
6,836
3,504
850

850
(80,477)
(692,793)
(80,477)

(123,383

O - =

(155

w o =

1
(123,524

0
0
0

0
0
(123,524)
169,808
46,284
45,433
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This report has been commissioned by Immunicum and prepared and issued by Edison, in consideration of a fee payable by Immunicum. Edison Investment Research standard fees are £49,500 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 2019 Edison Investment Research Limited (Edison). All rights reserved FTSE International Limited (‘FTSE”) © FTSE 2019. “FTSE®” is a trade mark of the London Stock Exchange Group companies
and is used by FTSE International Limited under license. Al rights in the FTSE indices and/or FTSE ratings vest in FTSE and/or its licensors. Neither FTSE nor its licensors accept any liability for any errors or omissions in
the FTSE indices and/or FTSE ratings or underlying data. No further distribution of FTSE Data is permitted without FTSE’s express written consent.

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.

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
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This document is prepared and provided by Edison for information purposes only and should not be construed as an offer or solicitation 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
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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 "FPQ") (ii) high net-worth companies, unincorporated associations or other bodies within the meaning of Article 49
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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.

The Investment Research is a publication distributed in the United States by Edison Investment Research, Inc. Edison Investment Research, Inc. is registered as an investment adviser with the Securities and Exchange
Commission. 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 reportis 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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