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Arsredovisning och
koncernredovisning

Styrelsen och verkstallande direktoren for

ISR Immune System Regulation Holding AB (publ)
Org nr 559026-7828 far hirmed avge
Arsredovisning och koncernredovisning for
rakenskapsaret 2021-01-01 - 2021-12-31

—

Faststallelseintyg

UNDERTECKNAD VERKSTALLANDE direktéri ISR Immune
System Regulation Holding AB (publ) intygar harmed dels
att denna kopia av arsredovisningen éverensstammer med
originalet, dels att resultat- och balansrakningen samt
koncernresultat- och koncernbalansrakningen faststallts pa
ordinarie arsstamma 2022-05-03. Stdmman besl6t ocksa
att godkanna styrelsens forslag till resultatdisposition i
moderforetaget

STOCKHOLM 2022-05-03
(; (__(”—\
Ola Winqvist
Verkstallande direktor

About ISR

Immune System Regulation Holding AB is a spin-off
from Karolinska Institutet that conducts research
and development in the Life science sector to develop
immunostimulatory drugs for the commercial market.

THE COMPANY'’S CORE competence and business concept
have a focus on developing the drugs of the future within
immunology, with a focus on prevention and treatment of
chronic infectious diseases, autoimmune and degenerative
diseases, and specific cancers. ISR conducts research and
development from pre-clinical phase to clinical phase,
where the most advanced development project is our HIV
project, which currently is in phase II clinical trial.

The project in HIV, based on the technology for a
previously approved drug in another indication, provides
the opportunity to shorten the time to market approval
significantly, as well as to ensure commercial collaborations
in a way that is very attractive to the company and its share-
holders.

The majority of the antiviral drugs in HIV treatment today

have the side effect to suppress activity in the immune
system. ISR’ immunostimulatory drug candidates, instead
focus on strengthening the immune system to create
effective treatment - or a prevention - with more effective
vaccines, within our focus areas for immunology.

The group includes the four subsidiaries ISR Immune
System Regulation AB, ISR Oncology AB, ISR HBV
Technology AB and ISR Vaccine AB.

The company values are based on the equal value of
all people. No discrimination may take place based on
gender, ethnicity, beliefs, disabilities, sexual orientation or
age. The company does not conduct notifiable activities in
accordance with the Environmental Code.

The company is headquartered in Solna and is listed on
the Nasdagq First North Growth Market.

ISR Immune System
Regulation Holding AB (Publ)

org nr: 559026-7828

ISR Immune System
org nr: 559329-6147 Regulation AB

org nr: 556736-8690

Respiratory borne Vaccine, Immunorelated HIV treatment
Covid, Influenca

ISR HBV
Technology AB

org nr: 559195-0935

ISR Oncology AB

org nr: 559157-3760

Immuno-Oncology Virus Immunology
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CEO Letter

ISR is an innovation-driven research company focused
on the immune system, originating from Karolinska In-
stitutet in Stockholm. The company develops immunos-
timulatory drugs to treat chronic infectious diseases
and cancer by affecting the body’s own immune system.

IT’'S BEEN abusy year: ISR has accelerated the level of
activity over the past 12-months, in strategic collaborations
for both clinical development programmes, product supply,
and a greatly intensified effort in partnering for future com-
mercial markets. This places new and expanded demands
on the organisation and structure in terms of skills resour-
ces, which has led to the recruitment of several new staff or
consultants to achieve successful production, development,
and commercialisation.

The Company is conducting development for drugs
within in two platform programmes: with immunostimula-
tory peptides (Immunorhelins) that can activate GnRH re-
ceptors when administered to animal or human patients or
cells in the initial indication of HIV and immunostimulatory
macrolides, Immunolides), where the initial indications will
be certain solid tumors in cancer, and hepatitis B (HBV).

In addition, ISR, now has a protein-based vaccine for
nasal inhalation with initial indication of SARS-CoV-2.

The rationale is simple: If we want to generate a sustai-
nable, long-lasting immune response, we want to vaccinate
locally. When we get a jab in the arm, we are inducing im-
munity on a systemic, body-wide scale where our antibodi-
es and T-cells will distribute themselves around the blood
vessels.

While that might sound good, this approach is “sub-opti-
mal” in SARS-CoV-2 because the immune cells are “distrac-
ted” and not focused on a location where the virus enters
the body.

A nasal vaccine, provides a start of the immunity response
in the nose and upper respiratory tract and potentially
the lungs, eliciting a local antibody response and T-cell
response.

Within HIV, the Company is in the final stages of en-
rolment for its Phase II efficacy and safety trial, ISR 048,
which is expected to be fully enrolled by the second half of
2022.

Since the inception of the Covid-19 pandemic, the
Company has increased its focus on the development of
ISR 052, which is a dry powder-based nasal self-adminis-
tered vaccine against Covid-19, based on the entire spike
extracellular protein chain of the virus. ISR is now in the
preparatory phase for the start of a Phase I/II trial in Bang-
ladesh for ISR 052 in 2022.

Within cancer, ISR has in preclinical phase shown
increased efficacy of ISR 050 in combination with check-
point inhibitors in two animal models. In animal models
for malignant melanoma and colon cancer where ISR 050
is combined with check-point inhibitors, the response is
doubled compared to check-point blockade as the sole
treatment. This demonstrates a potentiating effect when
the innate immune system is also engaged with ISR 050 in
the response against cancer cells.

The Company is now proceeding with toxicology studies,
whereafter which ISR will decide on a pathway for further
clinical development based on the data produced.

ISR is now working to make strategic and tactical de-
cisions on clinical development and partnering for future
commercial markets. Based on the preclinical data produ-
ced in combination with strategic choices based on medical
needs, geographic focus, and regulatory and commercial
conditions, the way forward will be determined.

I WOULD LIKE toextend my sincerest thanks to the ISR
team in regards to their hard work during the year, and to
our shareholders for their trust.

Ola Winqvist
CEO ISR Holding AB (publ)
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Therapeutic Areas In focus

——> COVID-19
—— HIV

——> Hepatitis B
——> Oncology

COVID-19

COVID-19 IS AN infectious disease caused by the SARS-
CoV-2 virus. Most people who become ill from Covid-19 will
experience mild to moderate symptoms and recover with
self-medication and time.

However, some become seriously ill, and require signi-
ficant medical attention that may be insufficient for their
survival or may experience long term adverse effects “long
COVID”. The virus spreads from an infected person’s mouth
or nose in small liquid particles when they cough, sneeze,
speak, sing, or breathe. These particles range from larger
respiratory droplets to smaller aerosols.

Although most SARS-CoV-2 vaccines that have been
approved, have a mitigating effect on the spread of the
disease, and a reduction in the severity of illness. Several of
these vaccines have shown a lower protective effect against
Delta and the Omicron BA.1 and a genetically distinct sub-
variant of Omicron (or BA.2).

All so far show a gradual decline in immune response.
Vaccines based on an amino acid sequence, are at most risk
of losing their protective effect.

The currently available intramuscularly injected vacci-
nes against Covid-19 require the assurance of an unbroken
cold chain, which imposes limitations on the ability to offer
vaccines in parts of the world. Frozen and cold-chains
consumes large amounts of power, and all injected products
produce hazardous medical waste.

ISR 052 is a covalent vaccine, in dry powder form for na-
sal self-administration. While other Covid-19 vaccines rely
on nucleotide sequences, that encode portions of the virus
spike protein. ISR has chosen to include the entire extracel-
lular portion of the correctly formatted spike protein - with
the ambition to reduce the risk of, and/or extend the time
until, mutations of the virus cause resistance to the vaccine.

Vaccines, in general, consist of a combination of the viral
protein antigen which together with an immunostimulato-
ry adjuvant, stimulate the immune system to form anti-
gen-specific antibodies and elicit robust T-cell responses.

The ISR 052 vaccine, consisting of spike protein and an
adjuvant, poly-ICLC. The spike protein is recognised by the
immune system which together with the adjuvant provides
an interferon alfa activation - exactly what is sought for the
normal response in the course of the infection. This by app-
lying the vaccine into the nasal mucosa to get the immune
response in the mucosal lining activated.

The pre-clinical studies, ISR 052 has shown a rapid and
strong antibody response, T-cell response in mucosa, in
lung as well as in blood.

In a so-called challenge study, when vaccinated trans-
genic mice are exposed to a lethal dose of SARS-CoV-2,
two nasal vaccine doses provide protection, measured by
animal survival.

The vaccine candidate has undergone a thorough
toxicology program and has shown no evidence of adverse
effects.

ISR is now, fast moving forward into clinical trials in hu-
mans, with healthy volunteers who are non-vaccinated and
have no prior SARS-CoV-2 infection. This Phase I/II study
in key centers in Bangladesh will assess safety, tolerability,
and immunogenicity in 120 healthy volunteers aged 18 to
59.

If successful, the Phase I/II safety study will be followed
by trials determining (showing) efficacy and safety, that will
form the basis for registration of ISR 052, as a needle-free
and self-inhaled dry powder vaccine for effective vaccina-
tion in Covid-19, both primary vaccination in regions of low
vaccination rate, and most importantly now as a booster
when antibody levels decline after primary vaccination.

The nasal inhaled vaccine eliminates the current need
for personnel with skilled expertise in intramuscular injec-
tions and eliminates the requirement for an unbroken cold
chain in distribution and storage. An additional benefit is
that the ISR 052 greatly reduces hazardous waste mana-
gement by eliminating the need for needles to inject the
vaccine.
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HIV

HIV, HUMAN IMMUNODEFICIENCY VIRUS, is virus that
destroys the white blood cells CD4+T-cells (helper T-cells)
and so weakens the body’s resistance to infections such as
pneumocystis carinii (PCP), tuberculosis and AIDS-related
cancers.

When an infected person has fewer than 200 helper
T-cells left, the infection is instead called AIDS, Acquired
Immunodeficiency Syndrome.

Over the past decade, the world has witnessed an unpre-
cedented increase in the use of antiretroviral therapy (ART),
which has saved the lives of tens of millions of people living
with HIV/AIDS.

At the end of 2020, 27.5 million HIV-infected people
were receiving ART globally, out of an estimated 37.7 mil-
lion people living with HIV.

Increased use of HIV medicines has been accompanied
by the emergence of HIV drug resistance, the levels of
which have steadily increased in recent years.

HIV drug resistance is caused by changes in the genetic
structure of HIV that affect the ability of medicines to block
the replication of the virus.

All antiretroviral drugs, including those from newer drug
classes, are at risk of becoming partially or fully inactive
due to the emergence of drug-resistant virus.

HIV drug resistance jeopardizes the efficacy of medici-
nes used to treat HIV, resulting in increased numbers of HIV
infections and HIV-associated morbidity and mortality.

Scope of the problem

Surveillance of HIV drug resistance provides countries with
evidence that can be used to optimize patient and popula-
tion-level treatment outcomes.

WHO'’s Report on HIV drug resistance 2021 shows
substantial progress in the development of national action
plans to prevent, monitor and respond to HIV drug resi-
stance and the implementation of nationally representative
surveys in low- and middle-income countries.

As of 2021, 64% of countries with a high burden of HIV
have developed national action plans.

Between 2004 and 2021, 66 countries implemented
surveys of HIV drug resistance using WHO-recommended
standard methods, and 34 countries plan to conduct HIV
drug resistance surveys within the next two years.

Pre-treatment HIV drug resistance

Drug resistance can be found in some people before they
begin treatment. This resistance can either be transmitted at
the time of infection or acquired during previous treatments,
for example in women given antiretroviral medicine to pre-
vent mother-to-child transmission of HIV.

Up to 10% of adults starting HIV treatment may expe-
rience drug resistance to the NNRTI (Non-nucleoside reverse
transcriptase inhibitors) at the core of usual ART treatment
regimens.

Pre-treatment NNRTI resistance is up to three- times more
common in people with previous exposure to antiretroviral
drugs. The prevalence of drug-resistant HIV is high in child-
ren under 18 months of age and newly diagnosed with HIV.

Based on surveys conducted in 10 countries in sub-Sa-
haran Africa (2012-2020), nearly one half of infants newly
diagnosed with HIV have NNRTI resistant virus before
initiating treatment.

Acquired HIV drug resistance

Viral load suppression — the goal of HIV treatment — is the
prevention of HIV drug resistance.

When viral load suppression is achieved and maintained,
drug-resistant HIV is less likely to emerge.

In 14 nationally representative surveys implemented by
WHO between 2015 and 2020, the level of viral load supp-
ression among adults receiving ART was generally high. The
pooled results for viral load suppression in Africa were 94%
(95% CI 92-96%) among adults receiving first-line ART and
84% (95% CI 79-88%) among adults receiving second-li-
ne ART. In the Americas, the pooled results for viral load
suppression were 81% (95% CI 75-87%) among adults
receiving first-line ART and 70% (95% CI 67-72%) among
adults receiving second-line ART.

ISR in HIV

Despite treatment with potent medicines and even when
adherence to treatment is supported, some HIV drug resi-
stance is expected to emerge.

Surveillance of acquired HIV drug resistance in popu-
lations receiving ART provides valuable information for
the optimal selection and management of ART regimens.
Among populations failing NNRTI-based ART, the levels of
resistance to commonly used NNRTI ranged from 50% to
97%.

The high levels of HIV drug resistance to NNRTI among
individuals with treatment failure emphasize the need
to scale up viral load testing and enhanced adherence
counselling, and promptly switch individuals with treatment
failure. In addition, to work to reduce the reservoir level of
HIV even further hence the approach of ISR.

ISR 048

ISR 048 involves a new and patented treatment principle
for HIV-infected patients, whereby helper T cells carrying
HIV are stimulated with ISR 048 so that HIV peptides ap-
pear to CD8+T-cells (killer T-cells), which thereby eliminate
the HIV-infected helper T-cells.

ISR 048 consists of a GnRH agonist that has been on the
market since the early 1980’s for the treatment of prostate
cancer, endometriosis, and precocious puberty in children,
among other conditions.

—
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Future ISR 048 clinical use is based on extensive safety
documentation and ISR intends to position this existing
drug for a new indication, HIV, which in case of positive
clinical results could mean fast track regulatory and so a
shorter time to reach market.

Pre-clinical studies have shown positive results demon-
strating de-masking, recognition, and selective elimination
of HIV-infected cells.

In the completed Phase I/IIa study, HIV-infected
patients not previously treated with antiviral drugs were
treated with the drug candidate ISR 048.

The study demonstrated positive results in terms of
safety, tolerability, reduction of viral load in the patient
and a continued reduction of viral load for one month after
completion of treatment.

The ongoing Phase IIa study, ISR003 is an open, ran-
domised, parallel arm phase IIa study to assess efficacy
and safety of GhnRH analogue triptorelin for HIV-1 Reservoir
reduction in ART -treated HIV-1 infected patients.

52 HIV-1 infected patients will be randomized (ina 1:1
ratio) to either an active group or a control group of their
usual ART therapy.

The total study period is 24 weeks. This trial is estimated
to be fully enrolled by mid 2022, and last patient follow up
by late 2022.

ISR 049

ISR 049 is the ISR second-generation anti-HIV drug and is
based on ISR Immunorhelins platform in which the GnRH
skeleton is modified to eliminate its hormonal effects and
instead purify its immunostimulatory potential, which is
expected to provide significant clinical benefits.

A collaboration agreement has been signed with the U.K.
company Isomerase Therapeutics to develop new drug
candidates based on GnRH with enhanced immunological
activities, known as Immunorhelins. ISR’s Immunorhelins
are being screened for optimal properties and minimized
hormone impact to identify next- generation immunostimu-
latory drugs.

Designs for clinical trials are being considered and ISR
049 will then undergo mandatory toxicology studies.

Hepatitis B

HEPATITIS B (HBV) isa liverinfection caused by the
Hepatitis B virus.

The virus can be transmitted by blood, including shared
needles or through unprotected sex. Most people who
get HBV recover without treatment, but they can transmit
the virus both before the onset of symptoms and after the
patient is symptom-free.

However, about 5% of adults infected by HBV develop
chronic low-grade inflammation, so-called chronic hepatitis
B — which is defined as persistence of infection for more
than 6-months.

Children infected with HBV during their first year of life
are at a substantially higher risk of developing a chronic
infection that lasts a lifetime and a percentage need a liver
transplantation.

If infected as an adult, the risk of developing chronic
HBV is around 5% HBV infection can be transmitted by
blood or through unprotected sex and children are usually
infected by their mothers during childbirth.

Although chronic HBV infection is completely asymp-
tomatic, chronic HBV causes damage to the liver that can
eventually lead to liver cirrhosis and hepatocellular carcino-
ma (liver cancer).

In cases of advanced liver cirrhosis and subsequent liver
failure, liver transplantation remains the only option for
eligible patients with complications of chronic hepatitis B
infection, including severe acute hepatitis flares, decom-
pensated cirrhosis, and hepatocellular carcinoma.

There is currently no cure for chronic HBV. Long-term
to lifelong treatment with antiviral drugs may need to be
instituted if signs of liver damage begin to appear and a liver
transplant may be needed.

Treatment with alpha interferon is sometimes used, but
this treatment is often associated with dose-limiting side
effects. Preventive treatment with vaccines against HBV is
the most effective approach and provide a protective effect
exceeding 90%, after three doses.

Today, large pharmaceutical companies such as Gilead
that work in hepatitis are exploring the use of TLR agonists
to stimulate the innate immune system to activate and in-
duce a good T cell response to recognize and eliminate HBV
infected liver cells.

ISR is now working preclinically with an oral formulation
of our TLR agonist ISR 050, which when taken up from the
gastrointestinal tract activates TLR receptors found expres-
sed on the liver’s antigen presenting cells, the Kupffer cells.
With their activation and production of cytokines, including
interferon, HBV- specific T cells can be activated.

So far, initial animal studies have shown only mild adver-
se effects, but with adequate activation, and lack of effect
has been a problem with other TLR agonists.
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Oncology

IMMUNOTHERAPY in cancer therapy, involves stimulating
the body’s own immune system in various ways to act aga-
inst the cancer.

ISR’s cancer business is based on the development of
therapies in the field of immuno-oncology, where ISR is first
developing the drug candidate ISR 050. ISR 050 is a Toll
-like receptor (TLR) agonist.

In recent years, a huge amount of scientific and clinical
work has focused on cancer immunotherapy. Although
chronic inflammation has been described as one of the
hallmarks of cancer, acute inflammation can trigger the
immune system to fight diseases, including cancer.

TLR play a key role in the activation of innate immunity
due to their ability to recognize highly conserved molecules
expressed by pathogens.

TLR agonists have been used as adjuvants for traditional
vaccines and ISR is assessing if they play a role enhancing
efficiency of tumor immunotherapy.

Preclinical studies have shown positive effects of ISR
050 in animal models of malignant melanoma and colo-
rectal cancer.

ISR is working on toxicology studies that will form the
basis of its application for a Phase I/II clinical drug trial.

The drug candidate is a derivative of a macrolide anti-
biotic compound, which makes the production of ISR 050
cost-effective given the availability of starting materials.

According to preclinical data produced, ISR 050 has
significant immunostimulatory functions and can be used
either as a single treatment or in combination with existing
cancer immunotherapies.

ISR believes that the drug candidate has immunostimu-
latory properties and provides a strong molecular basis for
a potentially strong future patent portfolio of multiple drug
candidates.

Through ISR 050, the Company intends to focus on
advanced stage solid tumors, making the candidate suitable
for "fast track” regulatory approvals, i.e., a significantly
shorter time to market and with stronger market protection
compared to traditional drug development.

Pipeline

Therapy areas Project Pre Clinical Toxology Phase I Phase II Phase III Market approval
ISR 052 .«
Covid-19 (4
ISR 048 N
HIV (4

ISR 049 a
HIV

ISR 050

Hepatitis B E

ISR ISR 050 é
(o [TV I Malignant melanoma

ISR ISR 050
(o [iG 1LYV  Colo-rectal cancer

—
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Market Overview

——> COVID-19
—— HIV

——> Hepatitis B
——> Oncology

COVID-19

THE VACCINES MARKET is valued at $187 billion in 2021,
with Covid-19 vaccines contributing $137 billion. As of
April 2022, Covid-19 has infected over 500 million people
worldwide.

Governments across the globe have been heavily
focusing on minimizing the global disease burden, speci-
fically for vaccine-preventable diseases. Vaccination has
also been considered the first line of defense to avoid an
endemic and pandemic situation leading to healthcare
emergencies.

However, product recalls and inadequate access to
vaccines are the key factors expected to hinder the growth
of the vaccines market.

COVID-19 Impact Assessment

The WHO states the sudden outbreak of Covid-19 since
November 2019 led to a rise in mortality rates, globally
Overall, 31% of cases, 45% of hospitalizations, 53% of ICU
admissions, and 80% of deaths associated with Covid-19
were among adults aged 65 years and over, with the highest
percentage of most severe outcomes among persons aged
85 years and over.

“Excess mortality” is a term used within epidemiology
and public health that refers to the number of deaths from
all causes during a crisis beyond what we would expect to
see under "normal” conditions.

More than three times as many people may have died
worldwide because of the Covid-19 pandemic than official
statistics suggest, according to the first peer-reviewed
study of global excess deaths.

The research estimates that there were 18.2 million
deaths globally between 1 January 2020 and 31 December
2021, while the official death toll was 6 million (source,
Lancet).

As of July 2021, approximately 108 Covid-19 vaccines
were in the clinical development phase, and 184 vaccines

were in the pre-clinical development stage, while 21 vacci-
nes were already approved, all given via the intramuscular
route.

The WHO has collaborated with scientists, businesses,
and global health organizations to speed up the pandemic
response through the ACT Accelerator.

In March 2020, Operation Warp Speed (OWS) was laun-
ched by the U.S. government. OWS was commissioned to
produce and deliver 300 million doses of safe and effective
Covid-19 vaccines by January 2021.

The COVAX initiative was launched in April 2020, which
is a part of the WHO Access to Covid-19 Tools (ACT) Acce-
lerator, which is being spearheaded by the Coalition for Epi-
demic Preparedness Innovations (CEPI); Gavi, the Vaccine
Alliance; and the WHO.

The goal is to work with vaccine manufacturers to offer
low-cost Covid-19 vaccines to countries.

All the above collaborative efforts are expected to
increase coronavirus vaccines’ production in the upco-
ming years, thereby propelling the overall vaccines market
growth.

COVID-19, from 2022

Recent vaccine technologies are largely driven by the need
to accelerate response times against emerging threats and
make vaccines available for quick deployment.

The increasing need to develop vaccines against difficult
targets and improve delivery systems for ease of use is also
at the focus of innovation in the vaccines industry.

Therefore, technological advances are expected to drive
the emergence of new and more effective vaccines for
various new indications, fueling the growth of the vaccines
market.

A more contagious omicron subvariant known as BA.2,
has fueled global surges of infection.

The key issue is to get focus on the important problems
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of “vaccinating the unvaccinated and boosting the un-boo-
sted”.

The World Health Organization states in April 2022,
around 65% of the world population have received at least
one dose of a Covid-19 vaccine, but only 15% of people in
low-income countries, as access to vaccines and medical
staff to give injections remain as key issues.

Share of people who received at least one dose of COVID-19 vaccine

Total number of people who received at least one vaccine dose, divided by the total population of the country.

80% Upper middle income
High income

70%

60% Lower middle income

50%

40%

30%

20%
Low income

10%

0% - - :
Dec 2, 2020 Jun 4, 2021 Sep 12, 2021 Dec 21, 2021 Apr 23, 2022
Source: Official data collated by Our World in Data CCBY

Most vaccinated people will require a Covid-19 vaccine
booster shot in 2022 and the issues remain in low-income
countries, as booster is more use of cold chain, intramuscu-
larly injected vaccine.

Another question is how often people will have to keep
getting booster vaccinated moving forward.

It’s not known yet if it will become like the yearly flu
vaccine, but the ISR nasal vaccine is ideally suited for this
approach.

What are the costs to people for the global cold chain
that supplies today’s vaccines?

The global complex chain of refrigerated facilities is strugg-
ling to cope with growing demand as population, poverty,

electricity cost and temperatures increase The WHO states
1-in-5 children worldwide still don’t receive even basic vac-

cines, and so 1.5 million die every year from vaccine-pre-
ventable diseases.

The WHO estimates that more than 50% of any vaccine
may be wasted globally every year because of temperature
control, logistics and shipment-related issues.

The goal of ISR innovation is to change how vaccines are
formulated and administered, increasing vaccine coverage,
and also reducing total cost for vaccinations.
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HIV

THE MARKET FOR HIV drugs continues to be very attractive
in terms of opportunities for new drugs and the impact they
may have globally.

The value of the global HIV drugs market was USD 31
billion in 2019 and is projected to reach a value of approx-
imately USD 37 billion in 2027 (CAGR of 3.8%).

Some global statistics:

- 28 million people were accessing antiretroviral therapy
as of 30 June 2021.

= 38 million [30.2 million-45.1 million] people globally
were living with HIV in 2020.

« 1.5 million [1.0 million—2.0 million] people became
newly infected

. 680 000 [480 000-1.0 million] people died from
AIDS-related illnesses in 2020.

« 79 million [55.9 million—-110 million] people have be-
come infected with HIV since the start of the epidemic.

. 36 million [27.2 million-47.8 million] people have

died from AIDS-related illnesses since the start of the
epidemic.

People living with HIV

. In 2020, there were 37.7 million [30.2 million-45.1
million] people living with HIV.

«  36.0 million [28.9 million—-43.2 million] adults.

. 1.7 million [1.2 million—2.2 million] children
(0-14 years).

«  53% of all people living with HIV were women
and girls.

. 84% [67- >98%] of all people living with HIV knew
their HIV status in 2020.

«  About 6.1 million [4.9 million—7.3 million] people did
not know that they were living with HIV in 2020.

People living with HIV accessing antiretroviral
therapy

« Asof 30 June 2021, 28 million people were accessing
antiretroviral therapy which is 73% [56—-88%] of all
people living with HIV.

HIV attacks and destroys the infection-fighting CD4 cells

(CD4 T lymphocyte) of the immune system. Loss of CD4

cells reduces the ability to fight infection and increases the

incidence of certain HIV-related cancers.
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A patient specific ART regimen is recommended for eve-
ryone who has HIV. ART cannot cure HIV. ART also reduces
the risk of HIV transmission.

HIV medicines prevent HIV from multiplying which redu-
ces the amount HIV viral load and though leaving some HIV
reservoir, immune system may recover and produce more
CD4 cells.

ART also reduces the risk of HIV transmission.

A main goal of HIV treatment is to reduce a person’s viral
load to an undetectable level. An undetectable viral load
means that the level of HIV in the blood is too low to be de-
tected by a viral load test. People with HIV who maintain an
undetectable viral load have effectively no risk of transmit-
ting HIV to their HIV-negative partners through sex.

Medication adherence also reduces the risk of drug resi-
stance, and HIV medicines cause side effects.

Overall, the benefits of HIV medicines far outweigh the
risk of side effects.

In addition, newer HIV medicines cause fewer side
effects than medicines used in the past. As HIV treatment
continues to improve, people are less likely to have side
effects from their HIV medicines.

Oncology

CANCER IS A leading cause of death globally with some
10 million people died from cancer in 2017, representing
about one in six deaths.

The economic impact of cancer is significant and is ex-
pected to place an increasing burden on healthcare systems
in the future. The total annual cost of cancer treatment in
the USA was estimated to reach over USD 158 billion in
2020.

In the cancer therapeutic field, which is currently worth
over USD 100 billion globally, immunotherapeutic drugs
have gained an increasing market share.

Immunotherapy stimulates the immune system and,
thanks to the specific ability of T-cells to recognize tu-
mor-transformed cells, therapy is more tailored and
focused.

Today, cancer immunotherapy accounts for almost 50%
of the total developed world market for cancer drugs.

The global immunotherapy and cancer market is growing
rapidly and is expected to exceed USD 126 billion by 2026.

Ongoing research aimed at combining immune-boosting
drugs and it is widely believed that combination therapies,
i.e., the combinations of immunostimulatory drugs have
the potential to increase treatment outcome in increased
survival time for more patients.

Hepatitis B

HEPATITIS B isthe most common serious liver infection
in the world.

It is caused by the hepatitis B virus that attacks and
injures the liver. Two billion people (almost 1 in 3 of the glo-
bal population) have been infected and about 300 million
people are living with a chronic hepatitis B infection.

Each year up to 1 million people die from hepatitis B,
despite that it is preventable and treatable.

The most important drug-related factor in countering
the spread, incidence and consequent impact of HBV is the
availability of effective vaccines - which is currently not the
case in many vulnerable parts of the world.

Vaccine against HBV is currently the has a protective
efficacy exceeding 90% after three doses.

The vaccine also has good efficacy in treating people
who have been recently (within 24 hours) exposed to infec-
tion.

Amid the Covid-19 crisis, the global market for Hepatitis
B Vaccines estimated at US $1.5 billion in the year 2020,
is projected to reach US$ 1.9 billion by 2027, growing at a
CAGR of 3.3% over the period 2020-2027.
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Intellectual Property Rights

—

INTELLECTUAL PROPERTY rights are important for growth
and innovation. From the start of the company, ISR has had
an active Intellectual property strategy to broadly protect
the technology developed by ISR and to protect the brand
and marketing activities.

The main technology protected relates to two classes
of drug substances, immunolides and Immunorhelins, and
to vaccine compositions. Immunolides are macrolides, and
Immunorhelins are GnRH agonists or antagonists and both
types of substances have potential as drugs for treatment
of viral diseases, cancer or infectious diseases. ISR has
5 patent families relating to Immunorhelins and 5 patent
families relating to immunolides. The patent families relate
to novel compounds as well as their use in therapy. The pro-
tection covers inter alia USA, Canada, China, Japan, South
Korea and Europe. A total of 15 patents have been granted
already and are in force.

ISR have filed three patent applications relating to vac-
cine compositions against viral or bacterial infections. The
latest two applications were filed in March 2022.

ISR have registered trademarks relating to the logo,
IMRELIX and MURELIX.

ISR will actively pursue their intellectual property rights,
and ISR will respect third parties’ valid intellectual property
rights.
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Board of Directors
and Management

—> Directors

Anders Milton

Chairman of the Board

CHAIRMAN OF THE BOARD since 2016

BORN: 1947

HOLDING PER 2021-12-31

NUMBER OF SHARES: 239,408 and 1,036,307 via related
parties.

Anders Milton has a doctorate from Uppsala University. He
has held several leading positions in both the private and
public sectors including the government’s national psychi-
atric coordinator, chairman of the Swedish Academics’
Central Organization (SACO), the Swedish Red Cross and
the Swedish Medical Association, where he later was CEO.
Anders Milton was also part of the disaster commission that
was appointed after the tsunami disaster in 2004. He has
led investigations into Sweden’s HIV and AIDS policy, organ
donation and transplantation and what society can do to
reduce the number of abortions in Sweden.

Other assignments: Chairman of the Board of Vironova AB
(publ), Board member of HumaNova Utbildning AB and
others.

Independent in relation to ISR and the company manage-
ment as well as the company’s major shareholders.

Gunnar Jardelov
Co-founder and board member

CHAIRMAN OF THE BOARD since 2016

BORN: 1947

HOLDING PER 2021-12-31

NUMBER OF SHARES: 247,775 and 254,141 via related
parties.

Gunnar Jardeldv has a degree in economics and a Master
of Business Administration from the School of Business,
Gothenburg University. Gunnar Jardeldv has over 50 years
of experience working as CEO, member and chairman of se-
veral companies in Sweden and abroad. He has developed
and led several companies that were later sold to industries
in shipping, forwarding, oil storage, real estate, streaming
services and IT. Gunnar Jardeldv is now active as an inve-
stor and business angel, as well as assignments below.

Other assignments: Chairman of the Board of Seamless
Distribution Systems AB and Derma Cure Sverige AB.

Independent in relation to ISR and the company manage-
ment. Not independent in relation to the company’s major
shareholders.

Hans Glise
Board member

CHAIRMAN OF THE BOARD since 2017
BORN: 1952

HOLDING PER 2021-12-31

NUMBER OF SHARES: 156,594.

Hans Glise has an MD and PhD from the University of
Gothenburg. He is a professor and expert in drug deve-
lopment and innovation-driven collaborative research.
Prior to founding ITH, Hans Glise was Vice President and
Senior Vice President of AstraZeneca, NovoNordisk and
UCB.

Other assignments: Chairman of the Board of, among
others, TLA Targeted Immunotherapies AB and ITH
Immune Therapy Holdings AB.

Independent in relation to ISR and the company mana-
gement as well as the company’s major shareholders.
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——> Management

Ola Winqvist

Chief Excecutive Officer and co-founder

CEO since 2018, former CSO of the company
BORN: 1962

HOLDING PER 2021-12-31

NUMBER OF SHARES: 124,594 via related parties.

Ola Wingvist, chief physician in clinical immunology, doctoral degree from
Uppsala University - professor of cellular immunotherapy, with over 30
years research experience. Former chairman of the Swedish Immunologists
Association and Current Chairman of the Swedish Medical Association’s
research delegation. Research - which since 1999, has been supported by
the Cancer Foundation, The Swedish Research Council, as well as compe-
titive grants from the European Union and Vinnova - has generated over 30
patents and most of them innovation-driven business. In 2013, Ola was ho-
nored with the Athena Prize. Other assignments: Chairman in the Delegation
for research at the Swedish Medical Association and ImmunoWise

AB. Board member of, among others, TLA Targeted Immunotherapies AB.

s

Jonas Wingvist
Chief Operations Officer/Chief Financial Officer

CO00 / CFO since 2021

BORN: 1969

HOLDING PER 2021-12-31

NUMBER OF SHARES: 124,594 via related parties.

Jonas Winqvist is employed as a consultant by Implement
Consulting Group. He has previously worked as an accoun-
tant and management consultant with a focus on organiza-
tional and business development.

Johan Sjodahl
Ccso

CEO since 2021, former Head of R&D in the company
BORN: 1972

HOLDING PER 2021-12-31

NUMBER OF SHARES: 7,500.

Johan Sjodahl has a master’s degree in chemical engineering and a
doctorate in analytical chemistry from the Royal Institute of Techno-
logy in Stockholm. He has been active in the Life Science area for 25
-years and has experience from pharmaceutical and medical techno-
logy product development from BioArctic, Bactiguard and Orkla.
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Sven Rohmann
Chief Commercial Officer

CCO since 2021

BORN: 1962

HOLDING PER 2021-12-31
NUMBER OF SHARES: 0O

Dr. Rohmann holds a doctorate in medicine (MD) from the univer-
sity in Mainz, Germany, and a Ph.D. from the Erasmus University in
Rotterdam, the Netherlands. He has significant experience in M&A
and the pharmaceutical industry and spent 10 years in Merck-Se-
rono. Dr. Rohmann has also been Managing Partner for Nextech
Venture in Switzerland and responsible as venture capital fund
manager for a Novartis Pharma AG. From 2010 to 2014, he was Ge-
neral Manager Europe for Burrill & Co., a Healthcare Venture Fund
with more than $ 1,5 billion under management.

Nigel Goodman
Chief of Clinical Operations (CCO)

HOLDING PER 2021-12-31
NUMBER OF SHARES: O

Nigel holds BSc degrees in Pharmacology, Physiology and Micro-
biology from the U.K. University of Liverpool and an MBA from
Manchester. He has significant experience in commercialization
and then drug development from Hoffmann La-Roche, in UK,
Finland and Basel HQ, and in practical clinical development as
General Manager Europe, ClinTrials CRO. In 1994 he established
own consulting company, Gaea, operating as a CRO since 2005,
and based in Estonia since 2018.

Jacob Harker
Chief Manufacturing Officer

HOLDING PER 2021-12-31
NUMBER OF SHARES: O

Jacob holds a BSc in Biology from the University of Swansea,
U.K. He has a significant background in the development of inha-
led pharmaceutics with over 20 -years of industrial experience,
gained at Pfizer, AstraZeneca, PowderJect and Circassia. He has
extensive experience in the management of CMC programs, with
a particular focus on the formulation, and development of small
and large molecule pharmaceutics, using particle engineering
technologies, for delivery via pulmonary, nasal and transdermal
delivery.
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Ownership Forvaltningsbherattelse

The table below shows the company’s ten largest share-
holders as of December 31, 2021. As of December 31,
2021, the company had 16,855 (10,392) shareholders.

Styrelsen och verkstallande direktoren for

Numb Shtare;f ISR Immune System Regulation Holding AB (publ)
umber votes o
Name of shares capital (%) Org nr 559026-7828 far harmed avge
o . . . . .o
1 Férsikringsbolaget 5911 572 8.57 Arsredovisning och koncernredovisning for
Avanza Pension rakenskapsaret 2021-01-01 - 2021-12-31
2 Nordnet Pensions- 2804 469 4,06
forsakring AB
3 Staffan Eriksson 2524000 3,66 3
4 Octapeptide AB 1871525 2,71
5 Gyn-sam AB 1734620 2,51
6 Anders Milton, 1338215 1,94 .o . .o
inklusive narstdende Vasentliga handelser
. .o o
7 Isitar AB 710000 1,32 under rakenskapsaret
8 Blue Development AB 909 091 1,32
9 Peter Lantz 889 000 1,29
10 Coeli Wealth 872013 1,26
Management AB o
ISR’'S IMMUNOLID forstarker effekten av Checkpoint ISR INGAR en avsiktsforklaring med UniMed UniHealth
blockad i djurmodell for tjocktarmscancer. Pharmaceuticals Ltd i Bangladesh.
10 largest shareholders 19 764 505 28,64
Others 49 244 446 71,36 ISR STARTAR klinisk studie for HIV patienter som ar ISR TECKNAR kontrakt for att starta vaccinstudie
Total numbers of shares 69 008 951 100,00 resistenta mot bromsmedicin. i Bangladesh.
ISR TILLFORS 22,2 MSEK genom utnyttjande av ISR VACCIN AB har bildats och fatt in den forsta
teckningsoptioner av serie TO1. investeringen.
ISR'S INHALATIONSVACCIN skyddar val mot Covidi ISR TECKNAR kontrakt med Northway Biotech for
djurmodell. produktion av vaccin.
FORSTA PATIENTEN till ISRs HIV studie inkluderad fran ISR STARKER sin organisation genom att tillsatta en Chief
Minchen. Commercial Officer.

ISR TECKNAR avtal med Iconovo for utveckling avinhalerat ISR INGAR en avsiktsforklaring med Bumivac Ventures
Covid-19 vaccin. SDN BHD i Malaysia.

ISR IMMUNE SYSTEM REGULATION AB inleder samarbete = ISR VACCINE AB signerar samarbetsavtal med Icosagen

med Inhalation Research Services som en partner i for vaccinpipeline.
toxikologiprogrammet for ISR 52 inhalationsvaccin for
Covid-19. TECKNINGSOPTIONER av serie TO2 nyttjas till ca 97,3

procent och ISR Holding AB tillférs cirka 62,4 MSEK.
ISR FORDJIUPAR samarbetet med Iconovo fér utveckling
av nasalt Covid-19-vaccin. ISR VACCINE AB tecknar avtal med Oncovir Inc for
tillverkning av adjuvans till ISR SARS-CoV-2 vaccin.
ISR TECKNAR avtal med Singapore Resources
Development PTE. Ltd. avseende investering i dotterbolag ISR SAKERSTALLER storskalig vaccinprodukton via avtal
for utveckling av inhalerat Covid-19-vaccin. med Revitalife.

ISR AB ingdr MoU avtal for att starta vaccinstudie
i Bangladesh.
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Likviditetslaget
och finansiering

ISR HOLDING AB (publ)) ar ett forsknings- och
utvecklingsbolag, dar bolagets verksamhet idag inte
genererar omsattning av betydande karaktar, samt
dar bolaget bedriver kostnadsdrivande utveckling av
ldkemedelsprodukter, vars finansiering l6pande maste
sakerstallas via externa kallor.

Med externa kéallor avses medel som tillgangliggors
bolaget med- eller utan risk fér utspadning for bolagets be-
fintliga aktiedgare. Bolagets styrelse och ledning utvarderar
lopande olika vagar for att sakerstalla nédvandig finan-
siering, med malet att optimera utvecklingen av bolagets
produktkandidater och maximera samtliga agare i bolaget
mojlighet till avkastning pa investerat kapital.

ISR Holding har under verksamhetsaret starkt sin finan-
siella situation beroende pa lyckad kapitalanskaffning med
ca 82 MSEK fran fullfljda teckningsoptioner, TO 01 samt
TO 02. Med ingéende balans av likvida medel och de under
aret tillskjutna medlen har ISR beretts mojlighet till — jam-
fort med foregdende &r - en kraftigt 6kad forsknings- och
utvecklingsintensitet, avseende hela forskningsportféljen,
men med huvudsakligt fokus pa utveckling av ett nytt nasalt
Covid-19-vaccin i pulverform.

D& bolaget sedan tidigare har lakemedelskandidater i
saval pre-klinisk- som klinisk fas, samt nu avser att inleda
klinisk fas aven for nasalt administrerat torrpulvervaccin
mot SARS-CoV-19, kommer bolagets kapitalbehov 6ka
avsevart under den kommande 12-méanadersperioden och
overstiger koncernens likvida medel om 53,7 MSEK som
fanns tillgangliga per den 31 december, 2021.

For narvarande utvarderar Styrelsen flera konkreta finan-
sieringsforslag och bedomer utsikterna for sakerstallandet
av nodvandig finansiering som mycket goda.

Vasentliga handelser
efter verksamhetsarets utgang

2022-01-21

Inga tecken pa toxikologiska reaktioner fér ISR's
vaccinkandidat mot SARS-CoV-2 Ett viktigt steg for den
vidare utvecklingen.

2022-01-26
ISR s vaccin ger antikroppssvar mot Omnicronvarianten
av SARSCoV-2.

2022-02-21

ISR "s har lamnat in ansokan till Bangladesh

Medical Research Council (BMRC) om att leda
godkannandeprocessen for genomfdérande av fas I/II-studie
med ISR 52 nasalt torrpulvervaccin mot SARS CoV-2.

2022-02-23
ISR Holding slapper bokslutskommuniké
fér 2021.
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Verksamhets- och

branschrelaterade risker

Prekliniska och kliniska studier

Ingen av foretagets kandidatlakemedel har erhallit
marknadsféringsgodkannande pa ndgon marknad, och

alla kandidatlakemedel ar beroende av positiva resultat i
prekliniska och sedan kliniska studier for att fa marknads-
féringsgodkannande. Prekliniska och kliniska studier ar
forknippade med en hel del osékerhet i saval tid och kost-
nad som i resultat. Detta inkluderar risker for att pagaende
eller planerade studier kommer att bli dyrare eller ta langre
tid an planerat, att de inte kommer att anses tillrackligt
adekvat utformade, eller i slutdndan att de inte kommer

att indikera tillracklig sékerhet och effekt for att féretaget
ska kunna erhalla det nédvandiga marknadsforingsgodkan-
nandet for att underlatta kommersialisering av foretagets
lakemedelskandidater.

Framtida paverkan av Covid-19 pa foretagets verk-
samhet och planerade kliniska studier
Coronavirus-pandemin kan aterigen paverka hur vi kan
registrera och hantera patienter i kliniska studier.

Biverkningar

Det finns en risk att de som deltar i de kliniska studierna
med ISR ‘s kandidatldkemedel kommer att drabbas av
biverkningar som tyder pa att det finns en negativ risknytta
for lakemedlet.

Lakemedelstillverkning

ISR utvecklar lakemedel under komplexa tillverkningspro-
cesser, med flera leverantérer i globalt svara leveranskedjor
med begransade produktionstider. ISR har ingen intern till-
verkningskapacitet och har inte heller for avsikt att utveckla
sadan kapacitet. Bolaget ar saledes beroende av tredje

part for all tillverkning. ISR kan inte sakerstalla att produk-
tionskapaciteten kommer att vara i tid, pa tillfredsstallande
villkor eller i allmanhet och kontrakterade tillverkare
kanske inte uppréatthaller den nédvandiga héga kvalitetsni-
van i produktionen for att uppfylla myndighetskrav.

Framtida finansiering och kapitalbehov

ISR ar ett foretag i utvecklingsfasen och har annu inte
lanserat ndgra produkter p& marknaden och har darfér inte
genererat ndgra lopande intédkter som kan hanféras till for-
saljning av godkanda produkter. ISR ar beroende av extern
finansiering for att finansiera sina projekt. Det finns risker
for att erforderligt kapital inte kan anskaffas vid behov, att
det inte kan anskaffas pa villkor som ar férdelaktiga for
bolaget eller att sddant anskaffat kapital inte ar tillrackligt
for att finansiera verksamheten i enlighet med den plan
som bolaget upprattat, vilket ytterst innebar en risk for att
bolaget tvingas att vasentligt begrdnsa sin planerade verk-
samhet eller att upphéra med verksamheten.

Patent och andra immateriella rattigheter

ISR s konkurrenskraft beror i hog grad pa att dess kandi-
datlakemedel har tillrackligt med patentskydd. Det finns

en risk att bolagets nuvarande eller framtida patentansok-
ningar inte leder till att patent beviljas, eller att de beviljade
patenten inte erbjuder tillrackligt omfattande skydd for
kandidatldkemedel. Det finns ocksa en risk att patenten
inte ger tillrackliga konkurrensfordelar.

Annual Report & Consolidated Accounts 2021 | 27




28 | ISR Immune System Regulation Holding AB (publ)

Annual Report & Consolidated Accounts 2021 | 29

Utveckling av foretagets verksamhet, resultat och stallning

Koncern
BELOPP KSEK 2021 2020 2019 2018
Resultat efter finansiella poster -78 615 -31 075 -29 077 -21 040
Balansomslutning 56 968 40120 23574 33930
Antal anstallda st 6 2 1 1
Soliditet % 68 89 -4 83
Definitioner: se not

Moderforetag
BELOPP KSEK 2021 2020 2019 2018
Resultat efter finansiella poster -90573 -31564 -29 633 -13 117
Balansomslutning 182 148 170 205 155 486 166 125
Soliditet % 87 98 85 97
Eget kapital

Forandring av eget kapital

Annat eget

Ovrigt till-

kapital inkl

Totalt eget

KONCERNEN, tkr Aktiekapital skjutet kapital rets resultat kapital
Eget kapital 2021-01-01 2 657 182 145 -149 060 35742
Nyemission 793 84 361 - 85154
Kostnader hanforliga till emission - -3746 - -3746
Arets resultat - - -78 615 -78 615
Eget kapital 2021-12-31 3450 262760 -227 675 38535

Balanserat Totalt eget
MODERBOLAGET, tkr Aktiekapital Overkursfond resultat mm kapital
Eget kapital 2021-01-01 2657 251 255 -86 307 167 605
Nyemission 793 84 361 - 85154
Kostnader hanforliga till emission - -3746 - -3746
Arets resultat - - -90 573 -90 573
Eget kapital 2021-12-31 3450 331870 -176 880 158 440
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Forslag till disposition betraffande bolagets vinst eller forlust Resultatraknin g
Till arsstammans forfogande star féljande vinstmedel: ko n ce r n e n

BELOPP, kkr

Overkursfond 331870
Balanserade vinstmedel -86 307
Arets resultat -90573
Summa 154 990
Belopp i KSEK Not 2021-01-01- 2020-01-01-
2021-12-31 2020-12-31
Styrelsen forslar att vinstmedlen disponeras sé att i ny rakning 6verfors 154 990
Rorelsens kostnader
Forsknings och Utvecklingskostnader -56 291 -15736
Vad betraffar koncernens och moderforetagets resultat och stallning i évrigt, hanvisas till efterféljande Administrationskostnader 3 221 956 14116
resultat- och balansrakningar med tillhérande noter. . L
Ovriga rorelseintakter 60 278
Ovriga rérelsekostnader -422 -331
Rorelseresultat -78 609 -29 905

Resultat frdn finansiella poster

Rantekostnader och liknande resultatposter 4 -6 -1170
Resultat efter finansiella poster -78 615 -31075
Resultat fore skatt -78 615 -31075
Arets resultat -78 615 -31075

Hanforligt till Moderforetagets aktiedgare -78 615 -31075
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Balansrakning Balansrakning
koncernen koncernen

Belopp i KSEK Not 2021-12-31 2020-12-31 Belopp i KSEK Not 2021-12-31 2020-12-31
TILLGANGAR EGET KAPITAL OCH SKULDER
Inventarier, verktyg och installationer 5 - - Eget kapital
) ) Aktiekapital 7 3450 2657
W Ovrigt tillskjutet kapital 262760 141107
Summa anliggningstillgdngar - -
Annat eget kapital inklusive arets resultat -227 675 -108 024
Omsittningstillgdngar Eggt !fapltal hanforligt till moderféretagets 38535 35740
aktieagare

Kortfristiga fordringar Summa eget kapital

Ovriga fordringar 3102 1159 38535 35 740
Forutbetalda kostnader och upplupna intakter 6 119 210 Langfristiga skulder
3221 1369 Ovriga langfristiga skulder 8 1014 -
1014 -
Kassa och bank 53747 38751
Summa omséttningstillgdngar 56 968 40120 Kortfristiga skulder
Summa tillgangar 56 968 40 120 Leverantorsskulder 13216 2550
Skatteskulder 78 49
Ovriga kortfristiga skulder 2678 1080
Upplupna kostnader och forutbetalda intakter 9 1447 701
17 419 4380

Summa eget kapital och skulder 56 968 40120
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Kassaflodesanalys
koncernen
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Resultatrakning
moderforetaget

Belopp i KSEK Not 2021-12-31 2020-12-31
Den lopande verksamheten

Rorelseresultat fore finansiella poster -78 609 -29 905
Justering for poster som inte ingar i kassaflodet, mm 2 466
Betald/erhallen skatt 29 49
Erlagd ranta -6 -1170
Kassafléde frin den lépande verksamheten -78 584 -30 560
fore forandring av rorelsekapital

Okning/Minskning 6vriga kortfristiga fordringar -1852 -246
Okning/Minskning leverantérsskulder 10 666 -607
Okning/Minskning dvriga kortfristiga rorelseskulder 2344 -19 074
Kassaflode fran den lopande verksamheten -67 426 -50 487
Finansieringsverksamheten

Nyemission 85154 69 086
Emissionskostnader -3746 -1239
Upptagna lan 1014 -
Amortering av skuld - -594
Kassaflode fran finansieringsverksamheten 82422 67 253
Arets kassaflode 14 996 16 766
Likvida medel vid rets bérjan 38751 21985
Likvida medel vid arets slut 53 747 38751

Belopp i KSEK Not 2021-01-01- 2020-01-01-
2021-12-31 2020-12-31
Nettoomsattning 2287 136
2287 136
Rorelsens kostnader
Forsknings och Utvecklingskostnader -5418 -7 804
Administrationskostnader 3 -12 299 -13231
Ovriga rérelseintakter 31 56
Ovriga rérelsekostnader -119 -105
Rorelseresultat -15518 -20 948
Resultat fran finansiella poster
Rantekostnader och liknande resultatposter 4 -5 -1158
Resultat fran andelar i koncernforetag 10 -75 050 -9458
Resultat efter finansiella poster -90 573 -31564
Resultat fore skatt -90 573 -31564
Arets resultat -90 573 -31564
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Balansrakning

Balansrakning
moderforetaget

moderforetaget

Not

Belopp i KSEK 2021-12-31 2020-12-31 Belopp i KSEK Not 2021-12-31 2020-12-31
Tillgangar Eget kapital och skulder
Anlageningstillss
nlaggningstillgangar Eget kapital
Fi iella anldggningstillgd
tnanste. aan aggillngs tiedngar Bundet eget kapital 7 3450 2 657
Andelar i koncernforetag 11 133443 133418 Aktiekapital 3450 2657
133443 133 418
Fritt t kapital 187 2512
Summa anldggningstillgdngar 133 443 133418 ritt eget kapita 331870 51256
Overkursfond -86 307 -54744
Omsittningstillgangar I?alanserad vinst eller forlust -90573 -31564
L . Arets resultat 154 990 164 948
Kortfristiga fordringar
Ovriga fordringar 786 859
Forutbetalda kostnader och upplupna intakter 6 119 131
Summa eget kapital 158 440 167 605
905 990
Langfristiga skulder
Kassa och bank 47 800 35797 . g g
. e Ovriga langfristiga skulder 8 1014 -
Summa omsattningstillgangar 48 705 36 787
1014 -
Summa tillgdngar 182 148 170 205
Kortfristiga skulder
Leverantdrsskulder 1315 1730
Skulder till koncernforetag 21000 620
Upplupna kostnader och férutbetalda intakter 9 379 250
22 694 2 600
Summa eget kapital och skulder 182 148 170 205
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Kassaflodesanalys Noter

moderforetaget

Not 1 Redovisnings-

Belopp i KSEK Not 2021-12-31 2020-12-31 i . . Utgifter for produktionsutveckling ska aktiveras nar
. OCh va rder| nesprinciper det ar sannolikt att projektet kommer att lyckas. Varje
Den lopande verksamheten g p p . . forskningsprojekt ar unikt och maste bedémas individuellt
Rérelseresultat fore finansiella poster 15518 220948 ISR Immune System Regulations Holding AB:S arsredovis- utifrén sina férutsattningar. Tidpunkt fér aktivering bedéms
N L ) ning och koncernredovisning har upprattats i enlighet med tidigast kunna infalla efter genomférd fas 3-prévning, men
Justering for poster som inte ingdr i kassaflodet, mm arsredovisningslagen och Bokféringsnamndens allmannardd  5yen efter avslutade fas 3-studier kan flertalet osakerhets-
Erlagd ranta -5 -1158 BFNAR 2012:1 Arsredovisning och koncernredovisning (K3) faktorer kvarsta sa att kriterierna for aktivering ej kan anses
15523 222106 _ Redovisningsprinciperna ar oforandrade jamfort med uppfyllda. Aktivering sker i s&dana fall ej innan lakemedlet
tidigare ar. godkants av den berdrda registreringsmyndigheten.
) . Vid en for tidig aktivering finns risk att ett projekt faller
Okning/Minskning dvriga kortfristiga fordringar 85 103 Utlan('z!ska. vanlutor o och att balanserade utgifter inte kan motiveras utan maste
Okning/Minskning leverantdrsskulder 415 801 Monetéra tillgangs- och skuldposter i utlandsk valuta kostnadsféras direkt. Det skulle i sin tur medféra att tidigare
. ) o o varderas till balansdagens kurs. Transaktioner i utlandsk ars, och &rets, resultat varit missvisande pa grund av fér
Okning/Minskning ovriga kortfristiga rérelseskulder 20509 -763 valuta omraknas enligt transaktionsdagens avistakurs. optimistiska sannolikhetsbedémningar.
Kassaflode fran den lopande verksamheten 4 656 -23 567
Inkomstskatter Nedskrivningar av icke-finansiella tillgangar
Investeri ksamhet Aktuella skatter vé[derasoutifrén de skattesatser och Nar det finns en indikation p4 att en tillgdngs virde minskat,
nvesteringsverksamheten skatteregler som galler pa balansdagen. Uppskjutna skatter  ggrs en prévning av nedskrivningsbehov. Har tillgangen ett
Investeringar i dotterbolag -75075 -9458 varderas utifran de skattesatser och skatteregler som ar atervinningsvirde som &r lagre an det redovisade vardet,
Kassaflode fran investeringsverksamheten -75 075 -9 458 beslutade fore balansdagen. Uppskjuten skatteskuld avse- skrivs den ner till dtervinningsvardet.
ende temporara skillnader som hanfor sig till investeringar
i dotterféretag redovisas inte i koncernredovisningen da Leasingavtal
Finansieringsverksamheten moderféretaget i samtliga fall kan styra tidpunkten for ater- Leasingavtal som innebér att de ekonomiska riskerna och
Nyemission 85154 69 086 féring av de temporara skillnaderna och det inte bedéms fordelarna med att &ga en tillgdng i allt vasentligt dverfors
Emissionskostnader 3746 1939 sannolikt .att en aterforing sker inom dverskadlig framtid. fran leasegivaren till ett féretag i ISR Immune System Regu-
) Uppskjuten skattefordran avseende underskottsavdrag lation Holding AB:s koncern klassificeras i koncernredovis-
Okning/Minskning kortfristiga finansiella skulder - -20 000 eller andra framtida skattemassiga avdrag redovisas i den ningen som finansiella leasingavtal. Finansiella leasingavtal
Upptagna l&n 1014 - HtStrékCﬁTn%ijet é':'zanbnOl:(ktt?tt' agdraget kan avraknas mot  medfor att rattigheter och skyldigheter redovisas som
.. . — overskott vid framtida beskattning. tillgang respektive skuld i balansrakningen.
Kassafl6de fran finansieringsverksamheten 82422 47 847 Fodringar och skulder nettoredovisas endast nar det Tillgingen och skulden varderas till det [agsta av
finns en legal rétt till kvittning. Aktuell skatt, liksom férand- +jllgangens verkliga varde och nuvardet av minimileaseav-
Arets kassaflode 12 003 14 822 _r“:g i Epﬁsmeteﬂ'?kﬁtﬂi riﬁ?VISiﬁ' :jeslU“atJakt”'”ge”k?_m gifterna. Utgifter som direkt kan hanféras till leasingavtalet
- . . inte skatten an hantorlig till en handelse eller transaktion laggs i tillgangens varde. Leasingavgifterna férdelas pa
Likvida medel vid arets brjan 35797 20975 som redovisas direkt i eget kapital. Skatteeffekter av poster  ranta och amortering enligt effektivrantemetoden. Variabla
Likvida medel vid arets slut 47 800 35797 som redovisas direkt mot eget kapital, redovisas mot eget avgifter redovisas som kostnad i den period de uppkommer.

kapital.

Vidarefakturering av kostnader

ISR Immune System Regulation Holding AB fakturerar
mellan koncernbolagen motsvarande de kostnader som
harror till de patent och forskningsprojekt som finns i de
olika bolagen. Alla dessa kostnader faktureras utan paslag.

Forsknings- och utvecklingskostnader

Vad galler forskningskostnaderna inklusive registrerings-
kostnader redovisas dessa l6pande som kostnader sa lange
det &r osakert vad de framtida ekonomiska férdelarna fran
dessa kostnader ar. Lakemedelsutveckling ar generellt sett
en komplex och riskfylld verksamhet och majoriteten av
forskningsprojekten kommer aldrig att leda till ett lakeme-
del p& marknaden.

Den leasade tillgdngen skrivs av linjart dver leasingperioden.
Leasingavtal dar de ekonomiska fordelar och risker som
ar hanforliga till leasingobjektet i allt vasentligt kvarstar hos
leasegivaren, klassificeras som operationell leasing. Betal-
ningar, inklusive en forsta forhojd hyra, enligt dessa avtal
redovisas som kostnad linjart ver leasingperioden.

Koncernredovisning

Bolaget upprattar koncernredovisning. Uppgifter om kon-
cernforetag framgar i not 12 Andelar i koncernféretag.

Koncernens bokslut ar upprattad enligt férvarvsmeto-
den. Forvarvstidpunkten ar den tidpunkt da det bestam-
mande inflyttade erhallits. Identifierbara tillgdngar och
skulder varderas inledningsuvis till verkliga varden vid
férvarvstidpunkten. Mellanhavanden och koncerninterna
transaktioner elimineras i sin helhet.
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Finansiella instrument

Finansiella instrument som redovisas i balansrakningen in-
kluderar vardepapper, kundfordringar och 6vriga fordringar,
kortfristiga placeringar, leverantorsskulder och laneskulder.
Instrumenten redovisas i balansrakningen nar ISR Immune
System Regulation Holding blir part i instrumentets avtals-
massiga villkor.

Finansiella tillgangar tas bort fran balansréakningen nar
ratten att erhalla kassafléden fran instrumentet har l6pt ut
eller 6verforts och koncernen har éverfort i stort sett alla
risker och férmaner som ar férknippade med dganderéatten.

Finansiella skulder tas bort fran balansrakningen nar
forpliktelserna har reglerats eller pa annat satt upphort.

Kundfordringar och dvriga fordringar

Fordringar redovisas som omsattningstillgdngar med un-
dantag for poster med forfallodag mer &4n 12 manader efter
balansdagen, vilka klassificeras som anlaggningstillgangar.
Fordringar tas upp till det belopp som férvantas bli inbetalt
efter avdrag for individuellt bedomda osékra fordringar.

Laneskulder och leverantdrsskulder

Laneskulder och leverantérsskulder redovisas initialt till
anskaffningsvarde efter avdrag for transaktionskostnader.
Skiljer sig det redovisade beloppet fran det belopp som ska
aterbetalas vid forfallotidpunkten periodiseras mellanskill-
naden som rantekostnad 6ver lanets [6ptid med hjalp av in-
strumentets effektivranta. Harigenom 6verensstammer vid
forfallotidpunkten det redovisade beloppet och det belopp
som ska aterbetalas.

Kvittning av finansiell fordran och finansiell skuld

En finansiell tillgadng och en finansiell skuld kvittas och
redovisas med ett nettobelopp i balansrékningen endast
da legal kvittningsratt féreligger samt da en reglering med
ett nettobelopp avses ske eller da en samtida avyttring av
tillgdngen och reglering av skulden avses ske.

Nedskrivningsprovning av finansiella
anliggningstillgangar

Vid varje balansdag bedémer ISR Immune System Regula-
tion Holding AB om det finns nagon indikation pa nedskriv-
ningsbehov i ndgon utav de finansiella anlaggningstillgang-
arna. Nedskrivning sker om vardenedgéngen bedéms vara
bestdende. Nedskrivning redovisas i resultatrakningsposten
Resultat fran dvriga vardepapper och fordringar som ar
anlaggningstillgangar. Nedskrivningsbehovet prévas indi-
viduellt for aktier och andelar och 6vriga enskilda finan-
siella anlaggningstillgdngar som ar vasentliga. Exempel pa
indikationer p& nedskrivningsbehov ar negativa ekonomiska
omstandigheter eller ogynnsamma férandringar av bransch-
villkor i foretag vars aktier ISR Immune System Regulation
Holding AB investerat i. Om nedskrivning av aktier sker
faststalls nedskrivningsbeloppet som skillnaden mellan

det redovisade vardet och det hogsta av verkligt varde med
avdrag for forsaljningskostnader och nuvardet av framtida
kassafloden (som baseras pa foretagsledningens basta
uppskattning).

Ersattningar till anstallda

Kortfristiga ersattningar: Kortfristiga ersattningar i koncer-
nen utgdrs av lon, sociala avgifter, betald semester, betald
sjukfranvaro, sjukvard och bonus. Kortfristiga ersattningar
redovisas som en kostnad och en skuld da det finns en
legal eller informell forpliktelse att betala ut ersattning.
Pensioner och andra ersattningar efter avslutad anstallning
klassificeras som avgiftshestamda eller formansbestamda
pensionsplaner. Bolaget har avgiftsbestamda pensionsplaner.

Kassaflodesanalys

Kassaflodesanalysen upprattas enligt indirekt metod. Det
redovisade kassaflodet omfattar endast transaktioner som
medfort in- eller utbetalningar. Som likvida medel klassifi-
cerar foretaget, forutom kassamedel, disponibla tillgodoha-
vanden hos banker och andra kreditinstitut samt kortfristiga
likvida placeringar som ar noterade pa en marknadsplats
och har en kortare 6ptid an tre manader fran anskaff-
ningstidpunkten. Férandringar i sparrade medel redovisas i
investeringsverksamheten.

Moderforetagets redovisnings-

och varderingsprinciper

Samma redovisnings- och varderingsprinciper tillampas
i moderféretaget som i koncernen. Férutom i de fall som
anges nedan.

Aktier och andelar i dotterforetag

Aktier och andelar i dotterforetag redovisas till anskaff-
ningsvarde efter avdrag for eventuella nedskrivningar. I
anskaffningsvardet ingar képeskillingen som erlagts for
aktierna samt forvarvskostnader. Eventuella kapitaltillskott
och koncernbidrag laggs till anskaffningsvardet nar de
uppkommer.

Leasingavtal

Samtliga leasingavtal dar moderbolaget ar leasetagare
redovisas som operationell leasing, oavsett om avtalen ar
finansiella eller operationella.

Eget kapital

Eget kapital delas in i bundet och fritt kapital, i enlighet med
ARLs indelning.

Nyckeltalsdefinitioner

Soliditet

Eget kapital och obeskattade reserver (med undantag for
uppskjuten skatt) i férhallande till balansomslutningen.

Not 2 Viktiga uppskattningar
och beddmningar for
redovisningsandamal

Tidpunkt for aktivering av bolagets utgifter for forskning och
utveckling beddms tidigast kunna infalla efter ggnomférd
fas 3-provning, men aven efter avslutade fas 3-studier kan
flertalet osékerhetsfaktorer kvarsta sa att kriterierna for
aktivering ej kan anses uppfyllda. Aktivering sker i sddana
fall ej innan lakemedlet godkants av den berdrda registre-
ringsmyndigheten.

Vid varje balansdag bedémer moderbolaget om det finns
nagon indikation pa nedskrivningsbehov i redovisat varde
av andelarna i dotterféretaget. Bedémningen av huruvida
nagon indikation pa nedskrivning existerar genomférs med
hjalp av nedskrivningstest av primart befintliga forsknings-
projekt och pipeline, beddmd risk i dessa samt projektens
marknadspotential.
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Not 3 Anstallda, personalkostnader och arvoden till styrelse

Medeltal anstéllda

2021-01-01-
2021-12-31 Varav man

2020-01-01-
2020-12-31

Varav man

Not 4 Rantekostnader och liknande resultatposter

Moderforetag

Totalt moderforetaget - -

Dotterforetag
Sverige 6 4

Totalt dotterforetag

Koncernen totalt 6 4

Styrelseledamoter, VD och ledande befattningshavare
Antal styrelseledaméter pa balansdagen

Koncernen

Man

Totalt 4 a4

Moderforetaget

Man

Totalt 4 4

Loner och andra ersattningar samt sociala kostnader, inklusive pensionskostnader

Koncernen

Loner och andra ersattningar till verkstallande direktéren
Loner och ersattningar till ovriga anstallda
Styrelsearvoden

Sociala kostnader

(varav pensionskostnader) *

1Av koncernens pensionskostnader avser 0 kr (0 kr) foretagets ledning.
Foretagets utestdende pensionsforpliktelser till dessa uppgar till 0 kr (0 kr).

Moderforetag
Styrelsearvoden

Sociala kostnader

(varav pensionskostnader) 2

2 Av moderféretagets pensionskostnader avser 0 kr (O kr) foretagets ledning.
Foretagets utestaende pensionsférpliktelser till dessa uppgar till 0 kr (0 kr).

639
1503
350
892
480

350
181
145

720
255
450
352
229

27
27

2021-01-01- 2020-01-01-
2021-12-31 2020-12-31
Koncernen
Ovriga rantekostnader och liknande resultatposter -6 -1170
-6 -1170
Moderforetag
Ovriga rantekostnader och liknande resultatposter -5 -1158
-5 -1158
Not 5 Inventarier, verktyg och installationer
2021-12-31 2020-12-31
Koncernen
Ackumulerade anskaffningsvdrden:
- Vid &rets borjan - 1120
- Avyttringar och utrangeringar -1120
- Vid arets slut - -
Ackumulerade avskrivningar:
- Vid arets borjan - -654
- Aterforda avskrivningar pa avyttringar och utrangeringar 841
- Arets avskrivning -187
- Vid arets slut - -
Redovisat virde vid &rets slut - -
Not 6 Forutbetalda kostnader och upplupna intakter
2021-12-31 2020-12-31
Koncernen
Forutbetalda forsakringar 12 -
Ovriga férutbetalda kostnader 107 210
119 210
Moderforetag
Forutbetalda forsakringar 12 -
Ovriga férutbetalda kostnader 107 131
119 131
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Not 7 Aktiekapital

Aktiekapitalet bestar av 69 008 951 st aktier med
kvotvarde 0,05 kr.

Not 8 Langfristiga skulder
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2021-12-31 2020-12-31
Koncern
Skulder som forfaller senare an fem ar fran balansdagen: inga inga
Moderforetag
Skulder som forfaller senare an fem ar fran balansdagen: inga inga
Not 9 Upplupna kostnader och forutbetalda intakter
2021-12-31 2020-12-31
Koncernen
Upplupna loner 241 214
Upplupna sociala avgifter 52 67
Ovriga upplupna kostnader 1154 420
1447 701
Moderforetag
Ovriga upplupna kostnader 379 250
379 250
o . .o
Not 10 Resultat fran andelar i koncernforetag
2021-01-01- 2020-01-01-
2021-12-31 2020-12-31
Nedskrivning av aktier i dotterféretag -75 050 -9458
=75 050 -9 458

Not 11 Andelar i koncernforetag

2021-12-31 2020-12-31
Ackumulerade anskaffningsvdrde:
- Vid &rets borjan 152 886 143 428
- Forvarv 25 -
- Kapitaltillskott 75 050 9458
- Vid arets slut 227961 152 886
Ackumulerade nedskrivningar:
- Vid &rets borjan -19 468 -10 010
- Arets nedskrivningar -75 050 -9458
Vid arets slut -94518 -19 468
Redovisat virde vid &rets slut 133443 133 418
Spec av moderforetagets innehav av andelar i koncernforetag
Bokfort
Kapital- Rostratts- Antal virde
Dotterforetag / Org nr / Sdte andel % andel % aktier 2021-12-31
ISR Immune System Regulation AB, 556736-8690, Stockholm 100 100 1475 133 318
ISR Oncology AB, 559157-3760, Stockholm 100 100 1000000 50
ISR HBV Technology AB, 559195-0935, Stockholm 100 100 1000000 50
ISR Vaccine AB, 559329-6147, Stockholm 100 100 1000000 25
133443
Not 12 Transaktioner med narstaende
Inkép av varor och tjanster fran narstdende
Inkép av tjdnster Belopp 2021 Belopp 2020
Business Research Ltd. HK (managementtjanst) - 3941124
- 3941124

Business Research Ltd. HK ar ett av tidigare COO Lennart Dreyer helagt bolag.
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Not 13 Vasentliga handelser
efter rakenskapsarets slut

Inga tecken pa toxikologiska reaktioner fér ISR ‘s vaccin-
kandidat mot SARS-CoV-2 Ett viktigt steg for den vidare
utvecklingen.

ISR “s vaccin ger antikroppssvar mot Omnikronvarianten
av SARSCoV-2.

ISR “s har lamnat in ansokan till Bangladesh Medical
Research Council (BMRC) om att leda godkdannandeproces-
sen for genomforande av fas I/II-studie med ISR 52 nasalt
torrpulvervaccin mot SARS CoV-2.

Underskrifter

SOLNA 2022-05-03

A I (e

Anders Milton Ola Wingvist
Styrelseordfbl;ande Verkstéllande direktér

A,

Gunnar/Jardelov
Styrelgeledamot

VAR REVISIONSBERATTELSE har lamnats 2022-05-10
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Revisionsberattelse

Till bolagsstamman i ISR Immune System Regulation Holding AB (publ), org.nr 559026-7828

—

Rapport om arsredovisningen
och koncernredovisningen

Uttalanden

Vi har utfort en revision av arsredovisningen och koncern-
redovisningen fér ISR Immune System Regulation Holding
AB (publ) for &r 2021. Bolagets arsredovisning och koncern-
redovisning ingar pa sidorna 23-46 i detta dokument.

Enligt var uppfattning har arsredovisningen och koncern-
redovisningen uppréattats i enlighet med arsredovisnings-
lagen och ger en i alla vasentliga avseenden rattvisande bild
av moderbolagets och koncernens finansiella stallning per
den 31 december 2021 och av dessas finansiella resultat
och kassafléde for aret enligt arsredovisningslagen. For-
valtningsberattelsen ar férenlig med &rsredovisningens och
koncernredovisningensovriga delar.

Vi tillstyrker darfor att bolagsstamman faststaller resul-
tatrakningen och balansrakningen for moderbolaget och
koncernen.

Grund for uttalanden

Vi har utfort revisionen enligt International Standards on
Auditing (ISA) och god revisionssed i Sverige. Vart ansvar
enligt dessa standarder beskrivs narmare i avsnittet Revi-
sorns ansvar. Vi ar oberoende i férhallande till moderbola-
get och koncernen enligt god revisorssed i Sverige och har i
ovrigt fullgjort vart yrkesetiska ansvar enligt dessa krav.

Vianser att de revisionsbevis vi har inhamtat ar tillrackliga
och andamalsenliga som grund for vara uttalanden.

Annan information &n &rsredovisningen och koncern-
redovisningen

Detta dokument innehaller a&ven annan information &n ars-
redovisningen och koncernredovisningen och aterfinns pa
sidorna 5-22. Det ar styrelsen och verkstallande direktéren
som har ansvaret fér denna andra information

Vart uttalande avseende arsredovisningen och koncern-
redovisningen omfattar inte denna information och vi gor
inget uttalande med bestyrkande avseende denna andra
information.

I samband med var revision av arsredovisningen och
koncernredovisningen ar det vart ansvar att lasa den infor-
mation som identifieras ovan och évervaga om informatio-
nen i vasentlig utstrackning ar oférenlig med arsredovis-
ningen och koncernredovisningen. Vid denna genomgang
beaktar vi aven den kunskap vi i évrigt inhamtat under
revisionen samt beddmer om informationen i dvrigt verkar
innehalla vasentliga felaktigheter.

Om vi, baserat pa det arbete som har utforts avseende
denna information, drar slutsatsen att den andra informa-
tionen innehaller en vasentlig felaktighet, ar vi skyldiga att
rapportera detta. Vi har inget att rapportera i detavseendet.

Upplysning av sarskild betydelse

Utan att det paverkar vara uttalanden ovan vill vi fasta upp-
marksamheten pa forvaltningsberattelsen och styrelsens
beskrivning av finansieringsbehovet under rubriken “Likvidi-
tetslaget och finansiering” samt stycket om risker férenade
med framtida kapitalbehov under rubriken ”Framtida finan-
siering och kapitalbehov”. Dar framgar det att koncernens
likvida medel vid arets utgang uppgick till 53,7 MSEK samt
att dessa medel inte beddms tacka bolagets och koncer-
nens kapitalbehov under den kommande 12-ménaderspe-
rioden utifran den plan som beslutats om. Vidare anges att
styrelsen for narvarande utvarderar olika alternativ for att
finansiera verksamheten framat samt att styrelsen bedo-
mer sannolikheten att lyckas som mycket god. Vi vill patala
vikten av att finansiering kan sakerstallas enligt ndgot av de
alternativ som styrelsen utvarderar och haller fér sannolika.

Styrelsens och verkstillande direktérens ansvar

Det ar styrelsen och verkstallande direktdren som har
ansvaret for att arsredovisningen och koncernredovisningen
upprattas och att de ger en rattvisande bild enligt arsre-
dovisningslagen. Styrelsen och verkstallande direktoren
ansvarar aven for den interna kontroll som de bedémer ar
nddvandig for att uppratta en arsredovisning och koncern-
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redovisning som inte innehaller ndgra vasentliga felaktighe-
ter, vare sig dessa beror pa oegentligheter eller misstag.

Vid upprattandet av arsredovisningen och koncernredo-
visningen ansvarar styrelsen och verkstallande direktéren
for bedomningen av bolagets och koncernens forméga att
fortsatta verksamheten. De upplyser, nar sa ar tillampligt,
om forhallanden som kan paverka formagan att fortsatta
verksamheten och att anvanda antagandet om fortsatt drift.
Antagandet om fortsatt drift tilldmpas dock inte om styrel-
sen och verkstallande direktdren avser att likvidera bolaget,
upphora med verksamheten eller inte har ndgot realistiskt
alternativ till att gora nagot av detta.

Revisorns ansvar

Vara mal ar att uppna en rimlig grad av sakerhet om huruvi-
da arsredovisningen och koncernredovisningen som helhet
inte innehaller ndgra vasentliga felaktigheter, vare sig dessa
beror pa oegentligheter eller misstag, och att lamna en revi-
sionsberéattelse som innehaller vara uttalanden. Rimlig sa-
kerhet ar en hog grad av sdkerhet, men ar ingen garanti for
att en revision som utférs enligt ISA och god revisionssed i
Sverige alltid kommer att upptacka en vasentlig felaktighet
om en sadan finns. Felaktigheter kan uppsta pa grund av
oegentligheter eller misstag och anses vara vasentliga om
de enskilt eller tillsammans rimligen kan forvantas paverka
de ekonomiska beslut som anvandare fattar med grund i
arsredovisningen och koncernredovisningen.

En ytterligare beskrivning av vart ansvar for revisionen
av arsredovisningen och koncernredovisningen finns pa
Revisorsinspektionens webbplats: www.revisorsinspek-
tionen.se/revisornsansvar. Denna beskrivning ar en del av
revisionsberattelsen.
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Rapport om andra krav enligt lagar

och andra forfattningar

Uttalanden
UtGver var revision av arsredovisningen och koncernredovis-
ningen har vi aven utfért en revision av styrelsens och verk-
stallande direktorens forvaltning for ISR Immune System
Regulation Holding AB (publ) for &r 2021 samt av forslaget
till dispositioner betraffande bolagets vinst eller forlust.
Vi tillstyrker att bolagsstamman behandlar férlusten
enligt forslaget i forvaltningsberattelsen och beviljar
styrelsens ledamoter och verkstallande direktéren an-
svarsfrihet for rakenskapséret.

Grund for uttalanden

Vi har utfort revisionen enligt god revisionssed i Sverige.
Vart ansvar enligt denna beskrivs narmare i avsnittet Revi-
sorns ansvar. Vi ar oberoende i forhallande till moderbolaget
och koncernen enligt god revisorssed i Sverige och har i
ovrigt fullgjort vart yrkesetiska ansvar enligt dessa krav.

Vianser att de revisionsbevis vi har inhamtat ar tillrackli-
ga och andamalsenliga som grund for vara uttalanden.

Styrelsens och verkstallande direktorens ansvar

Det ar styrelsen som har ansvaret for forslaget till disposi-
tioner betraffande bolagets vinst eller forlust. Vid forslag till
utdelning innefattar detta bland annat en bedémning av om
utdelningen ar forsvarlig med hansyn till de krav som bola-
gets och koncernens verksamhetsart, omfattning och risker
staller pa storleken av moderbolagets och koncernens egna
kapital, konsolideringsbehov, likviditet och stallning i Gvrigt.
Styrelsen ansvarar for bolagets organisation och férvalt-
ningen av bolagets angelagenheter. Detta innefattar bland
annat att fortlépande beddma bolagets och koncernens
ekonomiska situation, och att tillse att bolagets organisation
ar utformad sa att bokforingen, medelsforvaltningen och
bolagets ekonomiska angelagenheter i 6vrigt kontrolleras
pa ett betryggande satt. Den verkstéallande direktéren ska
skota den l6pande forvaltningen enligt styrelsens riktlinjer
och anvisningar och bland annat vidta de atgarder som ar

nédvandiga for att bolagets bokforing ska fullgéras i over-
ensstammelse med lag och for att medelsforvaltningen ska
skotas pa ett betryggande satt.

Revisorns ansvar

Vart mal betraffande revisionen av férvaltningen, och

darmed vart uttalande om ansvarsfrihet, ar att inhamta

revisionsbevis for att med en rimlig grad av sdakerhet kunna

bedéma om ndgon styrelseledamot eller verkstallande

direktoren i ndgot vasentligt avseende:

- foretagit ndgon atgard eller gjort sig skyldig till ndgon
forsummelse som kan foranleda ersattningsskyldighet-
mot bolaget

«  pandgot annat satt handlat i strid med aktiebolagsla-
gen, arsredovisningslagen eller bolagsordningen.

Vart mal betraffande revisionen av férslaget till dispositio-

ner av bolagets vinst eller forlust, och darmed vart uttalande

om detta, ar att med rimlig grad av sakerhet bedéma om

forslaget ar forenligt med aktiebolagslagen.

Rimlig sakerhet ar en hog grad av sakerhet, men ingen
garanti for att en revision som utfors enligt god revisionssed
i Sverige alltid kommer att upptéacka atgarder eller férsum-
melser som kan féranleda ersattningsskyldighet mot bola-
get, eller att ett forslag till dispositioner av bolagets vinst
eller forlust inte ar forenligt med aktiebolagslagen.

En ytterligare beskrivning av vart ansvar for revisionen
av forvaltningen finns pa Revisorsinspektionens webbplats:
www.revisorsinspektionen.se/revisornsansvar. Denna be-
skrivning ar en del av revisionsberattelsen.

STOCKHOLM DEN 10 MAJ 2022
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