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B Thediabetes company

Diamyd Medical - an overview
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Diamyd Medical is conducting a precision medicine and pivotal Phase Ill trial in autoimmune diabetes with antigen-specific
therapy. The DIAGNODE-3 trial is being carried out at about 50 clinics in Europe.

Diamyd Medical is a growing diabetes company that
develops disease-modifying treatments for autoim-
mune diabetes. The Company conducts operations at
its head office in Stockholm and its own manufacturing
facility in Umed. The facility is used for manufacturing
GADG5, the active compound in Diamyd®. Diamyd® is
an antigen-specific immunotherapy to preserve endog-
enous insulin production in patients with type 1 diabe-
tes and latent autoimmune diabetes in adults (LADA).
A large meta-analysis and previous clinical trials
demonstrate the significant efficacy of Diamyd®in a
genetically defined subpopulation of patients with

FACTS ABOUT DIABETES

=

Risk for complications
reduced by 60-80%

newly diagnosed type 1 diabetes. About 40% of the
total population with type 1 diabetes belongs to this
genetic subgroup. The DIAGNODE-3 Phase lll trial is
taking place at about 50 clinics in Europe to confirm
the findings, the first ever precision medicine Phase Il
trial in type 1 diabetes. The first patient was enrolled
in the trial in May 2022. Preparations are under way
for a clinical trial to evaluate Diamyd® for preventive
purposes in people with a high risk of developing type
1 diabetes. The trial is part of the VINNOVA project
ASSET, which is coordinated by Diamyd Medical. Read
more on page 20.
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The number of patients
amounts to 537 million

Diamyd Medical also develops Remygen®, a regener-
ative and immunomodulation therapy in tablet form,
for the treatment of autoimmune and type 2 diabetes.
The trial is evaluating the potential to restore or stim-
ulate the body'’s ability to produce insulin and to pre-
vent hypoglycemia. A Phase I/ll trial with Remygen®

in patients who have lived with type 1 diabetes for at
least five years is currently taking place at Uppsala
University Hospital.

Life expectancy
ten years shorter

Retaining the ability to produce
insulin reduces the risk of
complications by 60-80%.

Approximately 537 million people are living with diabetes today, and
this figure is expected to reach 784 million by 2045. Of these, at least
10% have some form of autoimmune diabetes: type 1 diabetes or LADA.

The life expectancy of a person with
diabetes is ten years shorter compared
with non-diabetic individuals.
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Steps towards the goal

Milestones along the path to authorization and launch of a precision medicine treatment with Diamyd®

MANUFACTURING
Establishment of own
manufacturing of GAD65
in Umea.

ANALYSIS

The follow-up analysis of
data from DIAGNODE-2
provided further support

for the efficacy of Diamyd®.

CLINICAL TRIAL
The European Phase IlI
trial DIAGNODE-3 started,

in which Diamyd® is given to
type 1 diabetes patients who
also carry the HLA DR3-DQ2

haplotype.

PUBLICATION

The peer-reviewed medical
journal Diabetologica pub-
lished a meta-analysis of the
efficacy of Diamyd® in a geneti-
cally defined subpopulation.

PATENT

A European patent was granted
for the prevention and treat-
ment of autoimmune diabetes in
a genetically defined subpopula-
tion with GAD65.

RESULTS

The primary goals for safety

and tolerability were met in the
Phase Il GADInLADA clinical trial,
in which Diamyd® was injected
directly into the lymph nodes of
LADA patients.

ANALYSIS

Earlier prevention trials and
one pilot study supported the
shown efficacy of Diamyd®

in a genetically defined
subpopulation.

PUBLICATION

The peer-reviewed medical
journal Diabetes Care published
the results from the Phase Ilb
DIAGNODE-2 trial showing
efficacy for Diamyd® in a geneti-
cally defined subpopulation.

CLINICAL TRIAL

All patients received an
additional injection
(“booster”) of Diamyd® in
the DIAGNODE-B trial.

RESULTS

Topline results from the
Phase Ilb DIAGNODE-2 trial
showed significant efficacy
for Diamyd® in a genetically
defined subpopulation.

2021

ANALYSIS

Updated meta-analysis
including the results from
DIAGNODE-2 provided fur-
ther support for the efficacy
of Diamyd® in a genetically
defined subpopulation.
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The year in brief

Significant events during the financial year

Promising results from Phase 1/11 trial

with Diamyd® in LADA

The primary goals for safety and tolerability were met
in the open-label investigator-initiated Phase Il GAD-
inLADA clinical trial. In the trial, Diamyd® was injected
directly into lymph nodes of 14 patients with LADA

in the 30-70 age group. Analyses showed a positive
immune response to the treatment, and the clinical
progression appears promising since all trial partici-
pants remained insulin independent 12 months after
treatment.

Phase Il trial with Diamyd® in type 1 diabetes
During the year, Diamyd Medical initiated the Euro-
pean Phase lll trial DIAGNODE-3, and the first patient
received their first intralymphatic injection of Diamyd®
in May. The trial includes 330 patients aged 12-28 who
are newly diagnosed with type 1 diabetes and carry
the genetically defined haplotype HLA DR3-DQ2.

Phase I/1l clinical trial regarding Remygen®

for type 1 diabetes

The ReGenerate-1 investigator-initiated clinical trial
for type 1 diabetes with Diamyd Medical's investiga-
tional drug Remygen® was fully recruited. Participants
will be monitored for nine months, and the results are
expected to be presented in the first quarter of 2023.

Wider patent for Diamyd®

Australia and China granted Diamyd Medical

a wider patent for intralymphatic injections

of antigens in autoimmune diabetes. The
approval is an extension of the patent applica-
tion that was previously granted in Australia for
intralymphatic injections of GAD65, the active
component in Diamyd® that Diamyd Medical is
developing for type 1 diabetes and LADA.

DIAGNODE-3 placed on hold in the US

The start-up of the Phase Ill DIAGNODE-3 trial
in the US was placed on clinical hold by the US
Food and Drug Administration (FDA) pending a
clarification of some remaining issues.

Financing
In September 2021, a directed issue of MSEK
150 was completed.
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CEO comments

CEO comments

We are on the verge of radically changing how autoimmune diabetes should be treated. The antigen-specific immunotherapy
Diamyd® targets individuals who carry a specific gene type found in up to 40 % of all people who suffer from or are at risk of
autoimmune diabetes, a textbook example of precision medicine. This is a great discovery and a paradigm shift in the field.

We know that by treating patients suffering from auto-
immune diabetes with Diamyd® we have an opportu-
nity to slow down the development of the disease by
preserving the individual's own insulin production and
thereby improving blood sugar control. Since the treat-
ment is specifically aimed at the underlying disease, it
has the potential to prevent future complications such
as cardiovascular diseases, kidney diseases, blindness
and amputations. This is a powerful message — the
ability to prevent, decades in advance, serious and
sometimes fatal complications by treating a very
well-defined group of individuals based on their under-
lying disease and genetic profile — a textbook example
of precision medicine.

The first-ever Phase 3 trial for precision medi-
cine in type 1 diabetes is ongoing. DIAGNODE-3 is a
groundbreaking trial where we only treat individuals
who, through their genetics, have a high probability of
responding to Diamyd®. In parallel with DIAGNODE-3,
we are also conducting development of Diamyd® for
the prevention of type 1 diabetes and for the treat-
ment of individuals with the autoimmune form LADA
(Latent Autoimmune Diabetes in Adults). We are
also investigating the potential treatment benefits of
Remygen, our second clinical asset in diabetes. We
are building our own manufacturing facility for biolog-
ical products in Umea that will provide opportunities
beyond what a traditional biotech company with con-
tracted manufacturing has within reach. In addition, we

have our strategic investments in artificial intelligence
through MainlyAl and in cell therapies as part of Next-
Cell Pharma.

Looking ahead, | can confidently say that the work
we are doing is intended to solve a gigantic, unmet
medical need. | would like to make a comparison here.
The global prevalence of diabetes exceeded half a
billion for the first time in history in 2021.

Those numbers are pretty much as high as the total
number of people affected by COVID-19 so far, the larg-
est pandemic in modern times that shut down much
of the world and caused humanity to rally around a
record-breaking investment in vaccine development.

It took only 6 months to get the first covid vaccine
approved while it has been 100 years since the discov-
ery of insulin and the world’s diabetics still do not have
access to an approved drug that treats the underlying
disease. This is despite the fact that diabetes can be
attributed to about 6 million deaths in adults each year
and 10% of the world’s healthcare costs.

But with precision medicine, we will be able to
change the treatment paradigm for diabetes and
reverse what is today the largest silent epidemic in the
world.

In addition to the fact that the field is gathered
around precision medicine, it is also very gratifying that
partnerships in type 1 diabetes are starting to happen,
a clear measure that the larger players both have the
resources to strengthen their own pipelines and an

optimism that has not existed since several companies
in type 1 diabetes more than a decade ago were in
Phase 3 development. We also see that players who
are not focused on diabetes have an interest in the
area, which above all shows the investments that are
being made in precision medicine and the prevention
of complications such as cardiovascular diseases.

I'am truly grateful to all our shareholders, partners
and employees for your invaluable support. Without
you, we would not have achieved the key discoveries
that have made us one of the leading players in auto-
immune diabetes and precision medicine.

Stockholm, November 9, 2022

ULF HANNELIUS
President & CEO Diamyd Medical AB
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About diabetes

Diabetes

Diabetes is a group of metabolic diseases with symptoms that include excessively high levels
of glucose in the blood due to the body’s inability to produce or respond to insulin.

Different types of diabetes

The symptoms of diabetes include excessively high
levels of glucose in the blood due to the body’s inabil-
ity to produce or respond to the hormone insulin. The
are different types of diabetes:

= Autoimmune diabetes (10-20% of diabetes patients)
- LADA
- Type 1 diabetes

m Type 2 diabetes (80-90% of diabetes patients)

Autoimmune diabetes

- the body stops producing insulin

Type 1 diabetes and LADA are forms of autoimmune
diabetes, which means the body's immune system,
for an unknown reason, destroys beta cells in the
pancreas, the cells that produce insulin and thereby
regulate blood sugar levels. Type 1 diabetes is often
seen in children and adolescents while LADA devel-
ops in adults and has a slower disease progression.

Type 2 diabetes

- the body stops responding to insulin

Type 2 diabetes is the most common form of dia-
betes. In contrast to autoimmune diabetes, type 2
diabetes is often characterized by insulin resistance,
which means the insulin does not have the same
capacity to regulate blood sugar levels in the body,
and endogenous insulin production is weakened.

Type 2 diabetes mainly affects adults, although a grow-
ing number of children are also developing the disease.

Causes

The cause of diabetes remains unknown. With regard
to autoimmune diabetes, elevating risk factors have
been identified, such as a family history of diabetes,
genetics and certain viral infections. The causes of
type 2 diabetes are a combination of factors such as
family history, lifestyle and environment.

Diagnosis

Type 1 diabetes is often diagnosed when only a
limited share of an individual’'s own ability to produce
insulin remains. The patient must then immedi-

ately begin insulin therapy, otherwise the disease is
life-threatening.

Type 1 diabetes may also be diagnosed before any
clinical symptoms appear by checking a blood test for
the occurrence of specific auto-antibodies, including
antibodies against GAD65. LADA patients are also
characterized by the presence of antibodies against
GADG65, which means LADA patients can also be diag-
nosed with a antibody test.

Treatment

Blood sugar levels must be kept in balance to reduce
the risk of acute and long-term diabetes complica-
tions. Blood sugar levels are maintained by adminis-
tering insulin several times each day.



Diabetes

With regard to type 2 diabetes patients, dietary and
lifestyle changes may prevent and control the dis-
ease progression but the progressive disease often
requires permanent medication using tablets or

insulin therapy.

HOW THE BODY IS DAMAGED BY DIABETES

BRAIN
Chronic fatigue
syndrome,
depression

and stroke

EYES

Poor vision,
glaucoma, cataracts
and blindness

HEART

Heart failure and
heart attack

KIDNEYS
Kidney failure

NERVES
Nerve damage

FEET AND LEGS
Ulcers and gangrene

N

Complications

People with diabetes often develop complications
that can impact several organs in the body and lead
to great suffering and premature death. Life expec-
tancy is lower for patients with diabetes compared
with healthy individuals, particularly when diagnosed
at an early age.

Severe complications primarily include serious
hypoglycemia and ketoacidosis. Hypoglycemia is a
condition with dangerously low blood sugar levels,
which can lead to severe hypoglycemic coma, brain
damage and even death. Ketoacidosis is a condition
caused by a deficiency of insulin where large amounts
of ketone metabolites are released as the cells break
down fats and proteins due to the absence of glucose,
which leads to a reduction in the blood’s pH level. This
is a life-threatening condition that requires intensive
care.

Consistently elevated blood sugar levels cause long-
term diabetes complications:

m cardiovascular disease, such as heart attack, stroke
and impaired blood circulation

m nephropathy (kidney disease), such as kidney fail-
ure, that may require dialysis or a kidney transplant

m neuropathy (nerve disease), such as the loss of
feeling and severe pain in parts of the body as well
as impotence

m retinopathy (eye disease), such as impaired eyesight
and in certain cases also blindness

Annual Report 2021/2(
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Market

Market

Diabetes is one of the most common diseases in the world and approaching epidemic proportions. The disease causes serious physical and
psychological distress and is a global economic burden. The unmet need for novel drugs that can reduce these consequences is great.

Approximately 537 million people between the

ages of 20-79 are affected by diabetes. This figure

is expected to reach 784 million people by 2045. In
2021, 6.7 million people died prematurely due to dia-
betes”. No cure for diabetes is currently available and
the mainstay of treatment is either exogenous insulin
or improved insulin sensitivity. In addition to human
pain and suffering, the total cost of autoimmune

Autoimmune diabetes?) ———— ¢

Insulin-deficient —— e
non-autoimmune
diabetes 2)

537

million
patients
globally "

Insulin resistant, ——— @ 75%
age-onset and obesity
onset diabetestt )

) IDF Diabetes Atlas 2021 - 10th edition

2)Ah/qw‘st et al. Novel subgroups of adult-onset diabetes and their association with
outcomes: a data-driven cluster analysis of six variables. Lancet, 2018

3) Modeling the total economic value of novel T1D therapeutic concepts, January 2020,

Health Advances.

diabetes on society is at least USD 966 billion annu-
ally, an increase of 316% over the past 15 years". Most
of these costs are attributable to long-term diabetes
complications, such as cardiovascular problems, kid-
ney damage and nerve damage.

Cost-of-illness studies show that even a slightly
positive effect on slowing the disease progression for
individuals living with type 1 diabetes could be ben-
eficial if translated into monetary values?. Research
shows that even a small amount of preserved endog-
enous insulin production in these people could
reduce long-term complications of diabetes, such as
cardiovascular diseases, by up to 60-80%.

The market for Diamyd Medical

Diamyd® and Remygen® are in the clinical develop-
ment stage and are drugs designed to preserve or
restore the body’s ability to produce insulin.

The antigen-specific immunotherapy Diamyd® is
being developed to preserve the body'’s ability to pro-
duce insulin in patients newly diagnosed with type 1
diabetes. In 2021, approximately 184,000 children and
young people were diagnosed with type 1 diabetes
and an estimated 40% belong to a genetically defined
subpopulation who carry the HLA DR3-DQ2 genotype
that studies have shown responds positively to treat-
ment with Diamyd®.

The market for new-onset type 1 diabetes is
estimated at more than USD 1 billion annually. If the
use of Diamyd® could be broadened to treat the other

form of autoimmune diabetes, LADA, the addressable
market for Diamyd® would be even larger. If the com-
plications that could eventually be prevented - such
as pain and suffering, and costs for loss of income -
are also taken into account, Diamyd® becomes even
more important. Diamyd® has also shown positive
indications for diagnostic delay in individuals at
increased risk of developing type 1 diabetes, which
further increases the market size.

Remygen® is a treatment with tablets that works
by stimulating the formation and function of insu-
lin-producing beta cells and preventing hypoglycemia,
a severe reduction in blood sugar levels. This investi-
gational drug has potential for the treatment of type 1
diabetes, type 2 diabetes and LADA. The non-insulin
anti-diabetic drugs market is currently dominated
by drugs that need to be taken for extended periods
and that only have a limited effect on the underlying
disease mechanisms.



Business strategy

Business strategy

The foundation for Diamyd Medical’s business strategy is to develop, produce and sell drugs
that preserve and stimulate endogenous insulin production. The drugs currently under
development primarily target patients who are newly diagnosed with type 1 diabetes. In a
future commercialization of the Diamyd® and Remygen® drugs, Diamyd Medical intends to
produce and sell products through licensing agreements with one or more major players and
through in-house production and sales in selected markets.

Drug development

The current mainstay treatment for type 1 diabetes is
subcutaneous deliveries of insulin by injection or pump
therapy, combined with continuous glucose moni-
toring. However, drug development is under way on
multiple fronts to increase patient benefits and reduce
healthcare costs.

Diamyd Medical primarily focuses on developing
antigen-specific immunotherapy through Diamyd®.
Antigen-specific immunotherapy is a treatment target-
ing the disease’s underlying causes and is designed to
reprogram the body's own immune system so that the
insulin-producing cells are no longer attacked by the
immune system. Diamyd® has the potential to signifi-
cantly increase patient benefits and reduce healthcare
costs by slowing the disease progression, improving
glycemic control and preventing short and long-term
complications. In extensive clinical trials, Diamyd® has
demonstrated excellent safety and shown significantly
positive efficacy in a genetically defined subpopulation,
corresponding to about 40% of all individuals with type
1 diabetes, making it the first potential precision medi-
cine treatment ever for type 1 diabetes.

Diamyd Medical is also developing the non-insulin
drug Remygen®, which aims to stimulate the body's
ability to recreate insulin-producing beta cells as well

as preventing hypoglycemia, a severe reduction in
blood sugar levels. Remygen® has potential to treat
patients with type 1 diabetes, type 2 diabetes and
LADA. Remygen® is based on a known compound
and will most likely follow a registration process in
the US that enables a faster route-to-market, since a
large proportion of clinical trials that are otherwise
necessary are not needed.

Market position of Diamyd®

S ) Antigen-spe
i Immunosuppressive technologies

therapies Cell therapies

Artificial
pancreases

Non-insulin

anti-diabetic drugs
Smart

insulin pens

Effect, Benefits
Added value compared with standard treatment

—

Convenience, Safety
Added value compared with standard treatment
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Existing patents
The Company has obtained patents for intralym-
phatic administration of Diamyd® in Europe, Japan,
Russia, Israel, Australia and China, and patent
applications have been filed in other countries. The
patents are a key form of protection for Diamyd®,
especially the intralymphatic route of administration
that has demonstrated positive results in the Phase
Ilb DIAGNODE-2 trial and in the international Phase IlI
DIAGNODE-3 trial, which is currently being evaluated.
As part of an exclusive license from the University
of California, Los Angeles (UCLA), the Company has
already been granted a US patent until 2032 for the
use of GADG65 to treat diabetes, a substance patent.
Additionally, the Company has been granted a patent
in Europe for the prevention and treatment of auto-
immune diabetes in people carrying the genetically
defined HLA DR3-DQ2 genotype. The patent is valid
until 2035, and patent applications have been filed
in other countries. As a biologic drug, Diamyd® also
receives 12 and 10 years of market exclusivity in the
US and Europe, respectively, independent of patent
protection. The US FDA has also granted orphan drug
designation for Diamyd®, which provides marketing
exclusivity for seven years from the date on which
marketing authorization is issued.

Business strategy

In-house manufacturing

Diamyd Medical is establishing a manufacturing
facility in Umed, which is part of the Company’s
ambition to be an integrated pharmaceutical com-
pany in selected markets. The COVID-19 pandemic
showed that supply chains, pharmaceutical produc
tion and some healthcare may suffer when enormous
resources are required by a pandemic.

The facility will manufacture GADG5, the active
component in Diamyd® and one of the most import-
ant antigens in type 1 diabetes. GAD65 manufactur-
ing has been refined over many years of development
together with the previous contract manufacturer.
Investing in in-house production has given the Com-
pany full control over the supply of this key asset and
may offer additional opportunities in biologics manu-
facturing in the future. The facility in Umed comprises
1,000 m2 with clean rooms, laboratories and office
premises. Pending marketing authorization of the
drug, the facility is ready for large-scale production in
accordance with current guidelines. During the year,
Diamyd Medical acquired the property that houses its
production.

STRATEGIC HOLDING

Diamyd Medical has a number of strategic hold-
ings aimed at strengthening and broadening the
Company in type 1 diabetes. Diamyd Medical is the
largest shareholder of NextCell Pharma AB with

a holding of 12.5%, and the Company is develop-
ing stem cell therapies with the investigational
drug ProTrans, which showed a significant effect

in treatment of type 1 diabetes in a Phase Il trial.

Alongside clinical trials, NextCell Pharma also runs
Sweden'’s first family cord blood bank - Cellaviva.
Since February 2021, Diamyd Medical has owned
20% of the research and technology company
MainlyAl AB, which is active in Al development.
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Quality and safety

Building up in-house production of recombinant GADG65, the active ingredient in
the antigen-specificimmunotherapy Diamyd®, and thereby gaining direct control
of the technology is a strategic, long-term decision by Diamyd Medical.

Maria Ahman is Quality Assurance Manager at Diamyd Medical’s manufacturing unit for
active compounds in Umead. She is responsible for ensuring product quality and safety
and for creating the quality systems needed to support the processes. Operations
must comply with the stringent requirements on pharmaceutical production imposed
by authorities.

“lusually say that it should be easy to do the right thing and see it as my task

to implement processes that are easy to follow,” says Maria Ahman. “Governing docu-
ments, requirements and boundaries must be clear. There should be no room for misunder-
standing the information.”

One central aspect of quality management is to assess and manage risks in the
operations. Everything that happens must be easy to document and monitor, and pro-
cedures are also needed to manage any deviations. The process must be reproduce-
able. Given that it contains many stages and parameters, it is crucial to retain control at
every step of the way.

“We must have control over the procurement of ingredients and ensure that all machinery
is validated and complies with the maintenance program,” says Maria and continues, “The
staff is naturally an important part of operations, and require appropriate training. Everyone
involved must carefully document who is doing what and when.”

Pharmaceutical production must comply with the international Good Manufacturing
Practice (GMP) regulations, which describe standards for manufacturing and control.
The regulations are regularly updated to ensure quality, sustainability and safety for,
inter alia, new production methods.

Diamyd Medical is establishing the production process required to fulfill GMP
requirements in Europe, and the operation is designed to also fulfil the requirements in
other markets.

“Globally, you can see the value of making the same demands on pharmaceutical produc
tion, and we are currently moving towards more harmonized requirements. The purpose is to
create a process that guarantees that every patient receives a drug that is appropriate for the
intended use, that produces the intended effect, is safe and is always of the same high quality.”

S

Maria Ahman
Quality Assurance Manager
Umed
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Clinical development

Diamyd® and Remygen® are drugs in the clinical development stage. These drugs can reduce the risk of diabetes complications, simplify
treatment and reduce the cost of diabetes on society. Diamyd® is in Phase Il clinical trials for type 1 diabetes and clinical Phase I/l
for LADA. Remygen® is in Phase I/l clinical trials for type 1 diabetes.

CLINICAL TRIALS

Trial Indication Product  Participants Sponsor  Phase| Phasella Phase llb Phase lll Status
Newly diagnosed type 1 Diamvd The first patient received their
DIAGNODE-3 diabetes, carrying the Diamyd® 330 MediZa\ ® d first intralymphatic injection of
HLA DR2-DQ3 genotype Diamyd® in May 2022.
Type 1 diabetes, carrying All patients have now received a
DIAGNODE-B the HLA DR3-DQ2 . Diamyd® 6 Lmkop\rjg booster.of Dlamyq . Partici
genotype and previously University pants will be monitored for 12
treated with Diamyd® months.
The trial was completed with
[ —— ] iti i ici-
GADINLADA  Newly diagnosed LADA ~ Diamyd® 15 NTU- PO ESIUNES, TM7EH PRI
Trondheim pants remained insulin indepen-
dent 12 months after treatment.
During the year, the main study
Uppsala was fully recruited, and partici-
ReGenerate-1 Type 1 diabetes Remygen® 36 Ugip\)/ersity pants will be monitored for nine

months. The results are expected
in the first quarter of 2023.

About Diamyd®

Diamyd® is an antigen-specific immunotherapy for
preserving the body’s ability to produce insulin in auto-
immune diabetes (type 1 diabetes and LADA). Clinical
data from trials with more than 900 subjects who
received active treatment provide evidence of good
safety and a significant treatment effect in a genetically
defined subpopulation. The investigational drug is
based on the active compound GAD65 (glutamic acid

decarboxylase), a protein produced by insulin-produc
ing beta cells. The effect is achieved by reprogramming
antigen-specificimmune cells by injecting Diamyd®
under the skin, or in low doses into superficial lymph
nodes. In 2022, a Phase lll trial (DIAGNODE-3) com-
menced with Diamyd® for type 1 diabetes in a geneti-
cally defined subpopulation. Diamyd® was also tested
for patients and recently underwent GADINLADA, a
Phase I/1l clinical trial, with positive results.

Clinical development

About Remygen®

Remygen® is an immunomodulation therapy in the form
of a tablet for both forms of autoimmune diabetes (type
1 and LADA) and type 2 diabetes. Remygen® is a formu-
lation of GABA (gamma-aminobutyric acid), known for
its role as a neurotransmitter in the central nervous sys-
tem. In clinical trials, GABA has been shown to stimulate
the release of the glucose-regulating hormones insulin
and glucagon, and the hormonal response to hypogly-
cemia (low blood sugar levels). Preclinical studies have
presented strong evidence that GABA stimulates the
formation and function of the cells that produce insulin
and glucagon in the pancreas. Remygen® is currently
being tested in a Phase I/ll clinical trial (ReGenerate-1).

Ongoing clinical trials

DIAGNODE-3 - Diamyd®

DIAGNODE-3 is a placebo-controlled Phase Il trial
designed to confirm the topline results from the Phase
lIb DIAGNODE-2 clinical trial, where Diamyd® showed a
significant treatment effect in members of a genetically
defined subpopulation. In the earlier trial, those who
received active treatment maintained more than 50%
of their endogenous insulin production compared with
a placebo. The Phase lll trial began in 2022, and the
first patient received their first intralymphatic injection
of Diamyd® in May. The trial will include about 330
people aged 12-29 who have recently been diagnosed
with type 1 diabetes and belong to the genetically



B Clinical development

defined subpopulation with HLA haplotype DR3-DQ2
(about 40% of the total population). Approximately 30
clinics in Europe, out of the total of 50 clinics that are
expected to take part in the trial, have already initiated
the trial. A primary analysis will take place 24 months
after the trial commences.

DIAGNODE-B - Diamyd®

An open-label, investigator-initiated clinical trial, in
which Diamyd® is injected directly into the lymph nodes
in type 1 diabetes patients who also carry the HLA
DR3-DQ2 haplotype and who were previously treated
with intralymphatic injections of Diamyd® in the DIAG-
NODE-1 or DIAGNODE-2 trials. The aim of the trial is to
evaluate the safety of a booster (fourth/fifth) injection
with Diamyd® and the impact on the immune system
and the body's endogenous capacity to produce insulin.
All patients have now received an additional injection of
Diamyd®. Participants will be monitored for 12 months.

ReGenerate-1 - Remygen®

The Phase I/Il ReGenerate-1 trial comprises two stud-

ies - an initial safety and dose-escalation study with
fewer patients, and a main study comprising a total of

36 patients, who will be followed for up to nine months
depending on their dose expansion cohort. The initial
study demonstrated good safety and a potentially posi-
tive effect on resistance to hypoglycemia. During the year,
the main study was fully recruited. Participants will be
monitored for nine months, and the results are expected
to be presented in the first quarter of 2023. The trial

will study the drug's safety and its ability to recreate the
body’s endogenous insulin secretion and prevent hypo-
glycemia in people with lifelong type 1 diabetes.
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SELECTION OF PUBLICATIONS

Publication Studies included

Main findings

Meta-analysis of three
previous
clinical trials with Diamyd®

Hannelius et al. Diabetologia.
2020 Oct;63(10):2177-2181.

Identification of responder populations of patients with type

1 diabetes who carry the HLA DR3-DQ2 genotype marker, among
whom a significant dose-dependent effect of Diamyd® in preserving
endogenous insulin production was demonstrated.

Ludvigsson et al. Diabetes Care.

2021 Jul;44(7):1604-1612. DIAGNODE-2

Significant effect on the preservation of endogenous insulin production
(mixed-meal stimulated C-peptide response) in type 1 diabetes patients
with HLA DR3-DQ2 was confirmed in a pre-specified subgroup analysis.

Updated meta-analysis of
DIAGNODE-2 and three previ-
ous clinical trials with Diamyd®

Nowak et al. Diabetes Obes Metab.
2022 Aug;24(8):1647-1655.

An updated meta-analysis of more than 600 patients indicates a con-
nection between the positive treatment effect on the preservation of
endogenous insulin production and improved blood glucose (measured
as HbA1¢).

Nowak et al. ] Clin Endocrinol Metab.

2022 Aug 18;107(9):2644-2651. DIAGNODE-2

The follow-up analysis demonstrates significant and clinically rele-
vant effects on continuous glucose monitoring (CGM) in patients with
HLA DR3-DQ2.

Clinical trials completed during the year
GADInLADA - Diamyd®

GADInLADA was an open-label investigator-initiated
clinical trial in which Diamyd® was injected directly into
the lymph nodes together vitamin D. The trial included
14 patients aged 30-70 years who had been diagnosed
with LADA but had not yet been treated with insulin.
The objective was to study the safety of intralymphatic
treatment with Diamyd® in LADA patients, and to
continuously assess the immunological and clinical
response over a 12-month period. The trial met the
primary goals for safety and tolerability. Analyses also
showed a positive immune response to the treatment,
and the clinical progression appears promising since
all trial participants remained insulin independent 12
months after treatment.

Collaboration in international research
Research partnerships are ongoing to support inno-
vation and progress that, with the help of big data

analytics, can streamline clinical development in type 1
diabetes treatment. Diamyd Medical currently partici-

pates in several international academic partnerships,
including the Critical Path Institute’s Trial Outcome
Markers Initiative.

In addition to contributing to progress and broader

dialog with regulators, Diamyd Medical's involvement
Creates major opportunities for networking with

opinion leaders and raising awareness of immunother-

apy. The Company is also strengthening it presence
at scientific conferences on key areas such as human
genetics and diabetes.

13
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“Finally a way to treat the
disease after 100 years
of life-sustaining insulin”
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The precision medicine treatment with Diamyd® is
now being evaluated in Diamyd Medical's DIAGNODE-3
Phase Il trial, which will include a total of 330 patients
from about 50 clinics.

This is a large patient cohort to be able to provide
a sufficiently large basis for a statistically valid result.
Professor Johnny Ludvigsson, the coordinating investi-
gator for DIAGNODE-3, is optimistic:

“If the trial is successful, intralymphatic Diamyd would
provide an easier treatment, fewer complications, longer

Newly diagnosed
type 1 diabetes

o090o0

000':">

Diamyd®

HLA genotype

1
Interview * Johnny Ludvigsson

™

lives and better quality of life,” says Professor Johnny
Ludvigsson. The disease is a source of substantial
and unnecessary suffering for patients and their
loved ones, and a significant cost for society.

“Diamyd has real potential to make a big difference!
Some endogenous insulin production can help the
patient in the short term by reducing the risk of hypo-
glycemia, and in the long term by reducing the risk of
sequelae that arise from type 1 diabetes,” says Profes-
sor Johnny Ludvigsson.

Responds to
Diamyd® treatment

With

HLADR3DQ2 ﬁé&
o Oo
l:[> A

Without
HLA DR3-DQ2

Johnny Ludvigsson
Professor at
Linképing University

Does not respond to
Diamyd® treatment

Topline results from the Phase Ilb DIAGNODE-2 trial showed significant treatment efficacy for Diamyd® in a genetically defined subgroup of individuals with
type 1 diabetes, corresponding to approximately 40% of the patient population. The results confirm previous meta-analysis findings based on earlier Phase
IIl and Phase Il trials published in the peer-reviewed medical journal Diabetologia. The treatment is currently being tested in a Phase Il DIAGNODE-3 trial.




B Interview - Ewa Pankowska

“If we successfully develop the |
right treatment, we will improve
the quality of patients’ lives”

e’

Type 1 diabetes is an autoimmune disease where the body’s immune system mistakenly attacks
the insulin-producing cells in the pancreas. Type 1 diabetes has become increasingly common in
developed countries. Looking at Poland over the past 30 years, the number of type 1 diabetes
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patients has increased by 250%.

Dr Ewa Pankowska is the principal investigator for
DIAGNODE-3 at the Warsaw Institute of Diabetology

in Poland. She is responsible for managing the study,
enrollment of patients and coordination of the medical
team involved in the study.

“It is important to remember that we do not yet have
a cure for diabetes, we can currently only treat the disease
through continuous injections of insulin,” says Dr Ewa
Pankowska.

Dr. Pankowska sees the increasing research efforts
tackling the treatment of type 1 diabetes. Current
development is looking into how to help restore the
body’s ability to produce insulin on its own and specif-
ically stimulate the growth and function of beta cells
which produce insulin through so called immunomod-
ulators.

“I'have been following the progress of this product,
Diamyd?®, during the past 10 years,” says Dr Ewa Pankow-
ska. “What is especially interesting in the case of Diamyd®
is that a meta analysis was required in order to under-
stand the positive effects of the product, and these benefits
could not be seen in individual studies.”

A meta analysis is a statistical analysis that combines
the results of multiple studies. The findings from the
meta analysis showed that Diamyd® had an ability to
restore insulin production for patients with a specific
genome type - HLA DR3-DQ2.

“These finding were very interesting to me,” says Dr
Pankowska. "It suggested that the disease requires dif-
ferent treatments for different patients. The availability
of this genome varies across countries but in Poland
10-15% of the entire population have this genome.”

In the DIAGNODE-3 trial patients with the genome
type HLA DR3-DQ2 are enrolled. The treatment entails
a total of three injections during three months and
an observation period of one year to understand the
treatment’s effects.

Dr Ewa Pankowska is optimistic. “This work is r 4
important because we are trying to find a cure for @, { /
disease that does not yet have a cure and is affecting a
growing number of patients. If we successfully devel-
op the right treatment, we will improve the quality of
patients’ lives.”

Ewa Pankowska
Professor at the
Warsaw Institute of Diabetology
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The Diamyd Medical share

Diamyd Medical's shares are traded in the Health Care segment of Nasdaq First North Growth Market

(ticker: DMYD B, ISIN code: SE0005162880).

Share and share capital

At August 31, 2022, the number of shares in Diamyd
Medical was 76,926,939, comprising 74,370,716
Class B shares (one-tenth of a vote per share held)
and 2,556,223 Class A shares (one vote per share
held), with a quotient value of approximately SEK
0.1014. The shares are denominated in Swedish
kronor (SEK). At the end of the financial year (Au-
gust 31, 2022), the share capital amounted to SEK
7,802,027

Share performance

The last price paid at August 31, 2022 was SEK 14.58
(33.70), generating a market cap of MSEK 1,084 (2,326)
for Diamyd Medical calculated on the number of Class

Share performance, 2021/2022

Shares traded, thousand

8,000
6,000
4,000
2,000
0
Aug. 31 Jan. 1
2021 2022

Number of shares traded, thousand (left)

B shares. The highest price paid during the financial
year was SEK 39.84 (74.70). The lowest price paid

was SEK 10.40 (24.60). The average share price was
SEK 19.49 (39.08). During the financial year, a total of
73,686,834 (117,743,208) Class B shares were traded
on Nasdagq First North Growth Market for a total value
of MSEK 1,436 (4,713).

New share issue

A directed share issue of 5,357,143 new Class B shares
at a subscription price of SEK 28 was completed
during the year. The offering raised gross proceeds of
MSEK 150 for the Company. The offering was sub-
scribed by both Swedish institutional and qualified
retail investors.

Share price (SEK)
40
30
20

10

Aug. 31
2022

— Share price (right)

The share

Ownership structure

At August 31, 2022, the number of shareholders was
16,519 (16,247). The ten largest owners of Diamyd Med-
ical held shares corresponding to 37.5% of the capital
and 51.9% of the votes.

Dividend
The Board proposes that no dividend be paid for the
2021/2022 financial year.

Certified Adviser

All companies listed on Nasdaq First North Growth
Market must have a Certified Adviser for guidance and
support. Diamyd Medical’s Certified Adviser is FNCA
Sweden AB.

Data per share

2020/21

Share price, August 31, SEK 14.6 337
Share performance, % -56 -6
Equity per share, SEK 2.8 2.6
Result per share, SEK -1.4 0.9
Average no. of shares 76,530,657 69,794,454
No. of shares at August 31 76,926,939 71,569,796
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Ownership structure by size of holding at August 31, 2022 Share capital trend
No. of Class Class Holding  Votes Market cap Share capital Class A shares Class B shares Share capital
Holding shareholders A shares B shares (%) (%) (KSEK) Year Transaction (increase, SEK) (increase) (increase) (accumulated, SEK)
1-500 9,398 1,424,129 1.85 143 20,764 1984 The Company 1,000,000 1,000,000 1,000,000
501 - 1,000 2,072 1,621,943 211 1.62 23,648 was founded
1,001 - 5,000 3,386 8148868 1059 815 118810 2013 Split 479,292 8,380,419 1,000,000
5,0(:” _ 10’000 768 5’703'1 33 7.41 571 83,1 52 2013 New share issue 1,000,000 479,292 9,380,4'\ 9 Z,OO0,000
10,001 _ 15’000 304 3,787,448 4.92 3.79 55'221 2015 New share issue? 10,142 100,000 2,010,142
1 5[001 _ Z0,000 168 3,022,296 3.03 3.02 44,065 2015 New share issue 202,846 2,000,000 2,21 2,988
20,001 - 423 2,556,223 50,662,899  69.18  76.28 738665 2015 Newshareissue” 30427 300,000 2243415
Total 16519 2556223 74370716 100 100 1,084,325 2016 New share issue 747,805 319,528 7,053,612 2,991,220
2017  New share issue 2,573,706 852,074 24,523,919 5,564,926
2017  New share issue’ 119,642 1,179,635 5,684,568
2017  New share issue 28,978 285,714 5,713,545
2018 New share issue? 1,301,852 426,037 12,409,855 7,015,397
Ten largest shareholders at August 31, 2022 2021 New share issue 243,414 2,400,000 7,258,812
Class Class Holding Votes 2021  New share issue 543,215 5,357,143 7,802,027
Name Ashares B shares (%) %) 1otal 7,802,027 2,556,223 74,370,716 7,802,027
Forsdkringsaktiebolaget, Avanza Pension 9,947,205 12.93 9.95  Offset sses
Lindkvist, Bertil 6,240,000 8.11 6.24 ‘ —
2 Warrant redemption scheme.
Essen-Moller, Anders 556,223 2,813,040 438 8.38
Essen-Moller, Maria-Teresa 400,000 963,998 1.77 497
Nordnet Pensionsforsakring AB 3,247,596 422 3.25
Essen-Mdller, Jon 400,000 963,998 1.77 497
Essenshaw, My 400,000 561,226 1.25 4.56
Hillborg, Erika 400,000 490,000 1.16 4.49
Essen-Modller, Martin 400,000 355,120 0.98 4.36
Konstruktions och Férsaljningsaktiebolag 725,000 0.94 0.73
Total, ten largest owners 2,556,223 26,307,183 37.52 51.90
Other shareholders 48,063,533 62.48 41.76
Total 2,556,223 74,370,716 100 100

Source: Euroclear and Diamyd Medical AB
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The Board of Directors and Chief Executive Officer of Diamyd Medical AB, with its registered office in Stockholm, Sweden, Corporate
Registration Number 556242-3797, hereby present their financial statements for the financial year of September 1, 2021-August 31, 2022.

INTRODUCTORY INFORMATION

This annual report encompasses the Group (the
“Group”, “Company” or “Diamyd Medical"), which
includes Diamyd Medical AB, Corp. Reg. No. 556242-
3797, and the subsidiary Diamyd Properties AB, Corp.
Reg. No. 559041-0931. Personnel are employed by

the Parent Company. Services billed in the Group are
based on resource utilization. The Group was formed
on October 31, 2021 when Diamyd Medical AB acquired
all of the shares in Mark och Schakt Fastigheter i Umea
AB, later renamed Diamyd Properties AB. Comparative
figures for the previous financial year pertain exclusively
to the Parent Company. Diamyd Medical's Class B shares
have been traded on Nasdaq First North Growth Market
under the DMYD ticker since May 20, 2013. The Compa-
ny’'s Certified Adviser is FNCA Sweden AB.

ACTIVITIES

Diamyd Medical develops precision medicine drugs for
type 1 diabetes. Diamyd® is an antigen-specific immu-
notherapy for preserving the body’s ability to produce
insulin. A Phase lll trial is under way and is currently
enrolling patients in a number of countries in Europe.
Statistically significant results have been shown in a
large genetically defined subpopulation in a large-scale
meta-analysis as well as in the Company'’s European
Phase IIb trial DIAGNODE-2, in which Diamyd® was
administered directly into the lymph nodes in chil-
dren and young adults with recently diagnosed type

1 diabetes. A vaccine manufacturing facility is under

development in Umea for the production of recombi-
nant GADGE5, the active ingredient in Diamyd®. Diamyd
Medical is also developing the GABA-based investiga-
tional drug Remygen® as a therapy for regeneration of
endogenous insulin production and to improve hor-
monal response to hypoglycemia. An investigator-ini-
tiated Remygen® trial in individuals living with type 1
diabetes for more than five years is ongoing at Uppsala
University Hospital.

Diamyd Medical's strategy and business model are
based on commercializing and entering into licensing
agreements for Diamyd® and Remygen®. By advancing
therapies with the Company's investigational drugs,
the conditions for concluding agreements with indus-
try partners and licensing agreements to commercial-
ize the Company'’s values, are strengthened.

Clinical development

Diamyd® and Remygen® are investigational drugs that
target the mechanisms underlying diabetes: the loss
or dysfunction of insulin-producing beta cells in the
pancreas.

Diamyd?® is an antigen-specificimmunotherapy
precision medicine drug for the treatment of autoim-
mune diabetes (type 1 diabetes and LADA). Clinical
data provides strong support for the potential of the
Diamyd® diabetes vaccine to suppress or halt the auto-
immune destruction of insulin-producing beta cells in
individuals who carry the HLA DR3-DQ2 genotype. The
effect is achieved by reprogramming antigen-specific

immune cells by injecting low doses of Diamyd® into
superficial lymph nodes. By preserving endogenous
insulin secretion, Diamyd® has the potential to make
a significant difference to the patient’s daily life and
reduce the complications of type 1 diabetes. Topline
results from the Phase Ilb DIAGNODE-2 trial showed
significant treatment efficacy for Diamyd® in a geneti-
cally defined subpopulation. A Phase Ill DIAGNODE-3
trial is ongoing.

Remygen® is an oral regenerative and immuno-
modulation therapy for the treatment of autoimmune
and type 2 diabetes. By stimulating the formation of
insulin-producing cells, Remygen® has the potential to
slow the disease progression in autoimmune and type
2 diabetes. Based on clinical data, Remygen® also has
the potential to improve the hormonal response to
hypoglycemia. Remygen® is currently being tested in a
Phase I/l clinical trial (ReGenerate-1), in which clinical
efficacy is being studied in order to optimize the treat-
ment in preparation for pivotal trials.

Clinical trials

Intralymphatic immunotherapy with Diamyd®
DIAGNODE-3 is a Phase Il trial that will include about
330 people aged 12-29 who have recently been diag-
nosed with type 1 diabetes and carry the genetically
defined HLA DR3-DQ2 haplotype. This patient popula-
tion is based on clinical safety and efficacy results from
the Phase Ila and b trials, DIAGNODE-1 and DIAG-
NODE-2, as well as the large-scale meta-analysis of data
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extrapolated from more than 600 people in earlier
Phase Il and Phase Ill trials with Diamyd®. Another sub-
population based on HLA genotypes will be included
in the trial in order to evaluate the potential cohort of
super-responders who are HLA DR3-DQ?2 positive, but
HLA DR4-DQ8 negative.

The trial will be carried out at about 50 clinics. After
an initial month in which all trial participants receive
vitamin D, the individuals will be randomized 2:1, i.e.
two out of three trial participants will receive three
intralymphatic injections of Diamyd® and one in three
will receive the corresponding placebo at one month
intervals, with one primary reading 24 months after
trial start. The design provides, based on efficacy data
from previous studies on the HLA-restricted patient
population, a high probability of reaching the primary
endpoints; preservation of stimulated G-peptide and
lower HbA1c. The Coordinating Investigator of the trial
is Professor Johnny Ludvigsson from Linkdping Univer-
sity. The sponsor is Diamyd Medical.

DIAGNODE-B is an open-label, investigator-ini-
tiated clinical trial in type 1 diabetes patients who
also carry the HLA DR3-DQ2 haplotype and who
were previously treated with intralymphatic injec
tions of Diamyd®. The trial has accepted six patients
who have either been treated with four injections in
DIAGNODE-1, who have now received a fifth intralym-
phatic injection of Diamyd®, or patients who took
partin DIAGNODE-2, who have now received a fourth
intralymphatic injection of Diamyd® approximately
four years after the most recent injection. The aim of
the trial is to evaluate the safety of a booster (fourth/
fifth) injection with Diamyd® and the impact on the
immune system and the body's endogenous capacity

to produce insulin. The patients will be monitored for
12 months after the injection. The trial is taking place
at the clinical trials unit (Kliniska Forskningsenheten) at
Linkdping University Hospital. The sponsor is Linkdping
University with Professor Johnny Ludvigsson as the
sponsor’s representative. Diamyd Medical is contrib-
uting the investigational drug, expertise and some
financial support.

Investigator-initiated clinical trial with Remygen®
ReGenerate-1 is an open-label investigator-initiated
clinical trial with Remygen®. The trial includes approx-
imately 36 patients in the 18-50 age group who have
had type 1 diabetes for more than five years and have
low to non-existing insulin production. Safety and
initial effect results from the initial dose escalation
portion of the trial have paved the way to begin the
main study and also demonstrated a potential effect
of Remygen® to improve the hormonal response to
hypoglycemia. The main study evaluates whether the
insulin-producing cells can regenerate and whether the
hormonal response to hypoglycemia can be improved
with Remygen® and the combination of Remygen® and
Alprazolam. Professor Per-Ola Carlsson is leading the
trial at Uppsala University, which is the sponsor of the
study. The results are expected to be presented in the
first quarter of 2023.

In-house manufacturing of GAD65

Diamyd Medical is developing a new vaccine manu-
facturing facility in Umea for the production of recom-
binant GAD65, the active pharmaceutical ingredient
in the antigen-specific immunotherapy Diamyd®.

The facility comprises clean rooms, laboratories and
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office premises, enabling control, predictability and
scalability in the manufacturing technology for the
active ingredient in Diamyd®. Small-scale experimen-
tal production of GAD65 was established during the
year. Large-scale production will primarily be installed
with equipment from Cytiva. In September 2021,
Diamyd Medical acquired the property with the man-
ufacturing facility. The acquisition aimed to further
strengthen control over the manufacturing process
and enable expansion. A consideration of MSEK 24.5
was paid for the property, which comprises approxi-
mately 2,000 m2 including the 1,000 m2 that Diamyd
Medical uses to manufacture GAD65, and the total
land area of 9,000 m2.

ASSET (Al for Sustainable Prevention of
Autoimmunity in the Society)

In September 2021, a five-year project started in sus-
tainable precision health to which the Swedish govern-
mental innovation agency VINNOVA is providing MSEK
40 in financing. The project is led by Diamyd Medical.
The objective of the project is to develop and study
new algorithms based on artificial intelligence (Al) for
preventive precision medicine treatments for type 1
diabetes and other autoimmune diseases. The innova-
tion environment also includes MainlyAl AB, Lund Uni-
versity, Sahlgrenska University Hospital, the National
Diabetes Register and the Leading Health Care
Foundation. In parallel, ASSET will study the healthcare
system implications/effects in terms of organizational,
economic, and legal prerequisites and consequences
of applying the suggested precision health approach in
the Swedish healthcare system Diamyd Medical’s share
of the five-year grant is approximately MSEK 18.
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Shares and participations in other companies
Diamyd Medical is the largest owner of NextCell
Pharma AB. NextCell Pharma AB, listed on Nasdagq First
North Growth Market, develops stem cell therapies
and runs a cord blood bank for privately banked stem
cells in umbilical cord blood and other sources of stem
cells under the Company's secondary name of Cella-
viva. At August 31, 2022, Diamyd Medical's share of
capital and voting rights in the company was approx-
imately 12.5%, recognized as about MSEK 27.2 in the
Parent Company. Diamyd Medical also owns 20% of the
shares in the Al company MainlyAl AB. At August 31,
the carrying amount was MSEK 1.2.

SIGNIFICANT EVENTS DURING

THE FINANCIAL YEAR

* Adirected share issue of 5,357,143 new Class B
shares at a subscription price of SEK 28 was com-
pleted in September 2021. The price corresponded
to a discount of approximately 17% based on the vol-
ume-weighted average price on Nasdagq First North
Growth Market for the 30 days of trading preceding
the issue. The offering raised gross proceeds of
MSEK 150 for the Company.

Diamyd Medical acquired the property in Umea
where the Company is establishing production of the
recombinant GAD65 protein, the active ingredient in
Diamyd®. A consideration of MSEK 24.5 was paid for
the property, which comprises approximately 2,000
m?, and the total site area of 9,000 m2.

The start-up of the Phase Ill DIAGNODE-3 trial in the
US was placed on clinical hold by the US FDA pending
a clarification of some remaining issues related to
the investigational drug.

° The Swedish Medical Products Agency approved
the start-up of the Phase Ill DIAGNODE-3 trial.

* VINNOVA granted funding of MSEK 40 to Diamyd
Medical and partners for an innovation milieu in
sustainable precision health for the prevention of
autoimmune diseases. The project will be led by
Diamyd Medical and the objective is to develop
and study new algorithms based on artificial
intelligence (Al) for preventive precision medicine
treatments for type 1 diabetes and other autoim-
mune diseases. The innovation environment also
includes MainlyAl AB, Lund University, Sahlgrenska
University Hospital, the National Diabetes Register
and the Leading Health Care Foundation. Diamyd
Medical’s share of the five-year grant is approxi-
mately MSEK 18.

Diamyd Medical decided on November 30, 2021 to
pause the start-up of the precision medicine Phase
Il DIAGNODE-3 trial and the initiation of other clin-
ical trials with the Diamyd® diabetes vaccine (GAD/
alum) pending further evaluation of the manufac
turing process. A new analysis, which was not linked
to the manufacturing facility in Umed, demon-
strated a potential occurrence of a contamination
early in the manufacturing process of the existing
investigational drug and Diamyd Medical was to
evaluate its elimination before further clinical work
is carried out. In early February 2022, the Company
announced that the initiation of DIAGNODE-3 was
continuing in Europe. The results of detailed anal-
yses of the manufacturing process showed there
was no risk associated with an earlier suspected
contamination.
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° Diamyd Medical announced in May 2022 that its
principal owner Anders Essen-Méller had reported
to the Swedish Financial Supervisory Authority the
divestment of 4,500,000 Diamyd Medical shares in
the form of gift. Essen-Maller’s five children each
received 400,000 Class A shares and 500,000 Class
B shares.

In July 2022, the Company announced promising
topline results for intralymphatic Diamyd® in patients
with LADA. The primary goals for safety and toler-
ability were met in the open-label investigator-initi-
ated Phase Il GADINLADA trial, in which Diamyd® was
injected directly into lymph nodes of 14 patients with
LADA in the 30-70 age group. Analyses also showed
a positive immune response to the treatment, and
the clinical progression appears promising since all
trial participants remained insulin independent 12
months after treatment.
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SIGNIFICANT EVENTS AFTER

THE END OF THE FINANCIAL YEAR

No significant events occurred after the end of the
financial year.

FINANCIAL INFORMATION, GROUP

Revenues

Revenues amounted to MSEK 2.6 (0.4). The increase
was mainly attributable to grants from VINNOVA for
the innovation environment ASSET (Al for Sustainable
Prevention of Autoimmunity in the Society). See also
Note 3.

Earnings

Net result for the year amounted to MSEK -103.5
(60.0). The year-on-change was mainly attributable to
the non-recurring effect in the preceding year from

a gain on divestment of the holding in Companion
Medical (MSEK 144.4) as well as higher research and
development costs (-18.7) due to the expansion of the
Phase Il DIAGNODE-3 trial and the establishment of
GAD65 manufacturing at the facility in Umea.

Financial position

At August 31,2022, cash and cash equivalents and
short-term investments amounted to MSEK 159.7
(139.4). Equity amounted to MSEK 214.4.

Result from shares and participations

At August 31, 2022, Diamyd Medical had an ownership
interest of approximately 12.5% in NextCell Pharma
AB. The carrying amount of the holding in the Parent
Company amounted to MSEK 27.2 after impairment
of approximately MSEK 3.8, based on the difference

between cost and market value at August 31, 2022.
The share of capital and voting rights on the same
date was approximately 12.5%. Diamyd Medical owns
20% of the shares in the Al company MainlyAl AB. At
August 31, 2022, the carrying amount was MSEK 1.2.
Diamyd Medical did not receive any dividends from its
holdings during the financial year.

ORGANIZATION

At August 31, 2022, the Company had 21 (19) employ-
ees, of whom 13 in Stockholm and 8 in Umea. The
average number of employees during the year was 19
(14). Personnel costs amounted to MSEK -20.3 (-16.2).
For more information about salaries, other compen-
sation and social security contributions, refer to Note
4.

RISK FACTORS

Drug development is usually a lengthy and capital-in-
tensive process entrenched with a high degree of
uncertainty due to the high degree of unpredictable
and complex parameters of biological and medical
processes. The following risks include both internal
and external factors, with no order of precedence,
that could have a material adverse impact on Diamyd
Medical's operations, financial position and results.

Commercial risk and development risk

It cannot be guaranteed that the research and
development projects and clinical trials the Com-
pany is involved in will result in products that can

be approved and launched on the market, or that
these products, once launched, will be commercially
successful in any or all markets due to the inability to
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agree on pricing, due to a changed competitive situa-
tion or due to the Company alone or in collaboration
with any partner does not succeed in marketing its
products.

Clinical trials

The Company has concluded, and intends to con-
clude, agreements with various providers of clinical
trial services conducted at clinics and hospitals. There
is a risk that current and future suppliers will not
deliver as contracted, which could lead to delays and
increased costs. Should agreements with partners be
terminated, there is no guarantee that these agree-
ments can be replaced with other suppliers within

a reasonable period of time, which could delay the
clinical trials and, in turn lead to increased costs for
the Company and delays in possible future revenues.
A key component of clinical trials is the recruitment
of trial participants. It cannot be ruled out that the
ongoing the COVID-19 pandemic will complicate and/
or delay the recruitment of patients, which could

lead to significant delays in the trials and therefore
increase the Company's costs.

Financial risk

Diamyd Medical has no products on the market

and the Company has not yet generated any profits.
Diamyd Medical has sufficient financial resources to
fund the current scope of its operations for at least 12
months. However, the Company may seek additional
financing from investors by issuing new shares, which
may result in dilution for existing shareholders.
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Currency risk

Diamyd Medical’s accounting and functional cur-
rency is SEK. A relatively large share of the Compa-
ny’'s development costs are paid in EUR and USD.

As a result, the Company is exposed to foreign
exchange risk in relation to cash flow within and out-
side Sweden and the eurozone, such as fluctuations
in the exchange rate between the date on which an
agreement was signed and the date on which pay-
ment is made under an agreement. In accordance
with the Company'’s policy for financial risk, the
Company exchanges 60-100% of the projected flows
in USD and EUR.

Share-related risks

An investment in Diamyd Medical is associated with
risk and the share price may rise as well as fall. As

a result, an investor may lose all or some of their
invested capital. Between September 1, 2021 and
August 31, 2022, the lowest price paid for the Compa-
ny’'s share was SEK 10.40 and the highest price paid
was SEK 39.84. The share price may fluctuate due

to the results of clinical trials, the general economic
situation and changes in the stock market's interest
in the Company and its share. The share price may
therefore be affected by factors that are wholly or
partially beyond the Company’s control. An invest-
ment in shares in Diamyd Medical should therefore
be preceded by a careful analysis of the Company,

its competitors and business environment, general
information about the industry, the general economic
situation and other relevant information. There is a
risk that shares in Diamyd Medical cannot be sold at a
price that is acceptable to the shareholder.

Production risk

The production of an investigational drug for clinical
trials requires production of the actual compound

in adequate quantities and adequate quality. There

is also a risk that Diamyd Medical will be unable to
meet this need at a reasonable cost at any given time,
which will affect the Company’s ability to demonstrate
the safety and efficacy of its investigational drugs in
clinical trials, which could also delay clinical programs
and commercialization and have a material adverse
effect on the Company's operations, financial posi-
tion and results. In 2020, Diamyd Medical started

up a facility in Umead to manufacture recombinant
rhGADG5, the active ingredient in Diamyd®. The oper-
ation is under development and there is no guarantee
it will be completed in time, or achieve the certifica-
tion and authorization required for the manufacture
of clinical trial materials and for market needs.

Intellectual property (IP) risk

There is no guarantee that the Company will develop
products that can be patented or that the license
rights to a patent can be maintained, renewed or
provide sufficient protection for current or future
discoveries. There is no guarantee that disputes over
agreements or patents can be avoided or that any
disputes arising can be settled in favor of the Com-

pany.

Key-person risk

Diamyd Medical is heavily reliant on key individuals.
There is a risk that the Company'’s projects will be
delayed or prematurely terminated if these individ-
uals leave the Company or are unable to fulfill their
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duties for any other reason. There is also a risk that
the Board, management or other key individuals may
make bad decisions that could have an adverse effect
on the Company.

Partnership, licensing and acquisition risk
Diamyd Medical's drug development strategy is based
on licensing projects that have reached a certain
stage of development to partners. The Company

may also in-license or acquire projects, products

or companies. There is no guarantee that Diamyd
Medical will succeed in concluding partnership and/
or licensing agreements, and/or make acquisitions on
terms that are commercially advantageous for Diamyd
Medical.

Regulatory approval risk

There is no guarantee that regulatory requirements
with regard to the level of detail, amount of docu-
mentation or otherwise will remain unchanged. Such
regulatory requirements may apply to the industry in
general, or to Diamyd Medical specifically, and could
result in higher costs and the delay or termination of
projects.

Legal risk

Diamyd Medical’s success is partly dependent on
whether the Company'’s rights, such as patents and
other contractual rights, can be safeguarded. This
means that the Company may sometimes be forced
to pursue litigation. There is no guarantee that such
disputes can be settled in favor of the Company.
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CORPORATE GOVERNANCE

Diamyd Medical is a Swedish public company. Corporate
governance is based on Swedish law, internal rules and
instructions, Nasdaq First North Growth Market's Issuer
Rules and other applicable rules. Since the Company’s
shares have been admitted to trading on Nasdagq First
North Growth Market, Diamyd Medical is under no
obligation to apply the Swedish Corporate Governance
Code. Corporate governance is the framework of rules,
practices and procedures by which Diamyd Medical is
directed and controlled, attains the Company’s objec
tives and creates value. The purpose of corporate gover-
nance is to assure shareholders and other stakeholders
that the decisions made by the Company are charac
terized by trust, effective management and control,
transparency, clarity and good business ethics.

Annual General Meeting

Under the Swedish Companies Act, the Annual General
Meeting (AGM) is the Company’s highest decision-
making body. At the AGM, the shareholders exercise
their right to vote on matters submitted to the Meet-
ing, such as the adoption of income statements and
balance sheets, appropriation of the Company'’s profit,
discharge from liability for members of the Board

and the Chief Executive Officer, the election of Board
members and auditors, and remuneration of the Board
and auditors. In addition to the AGM, Extraordinary
General Meetings (EGMs) may also be held.

Board of Directors

Under the Swedish Companies Act, the Board of
Directors is responsible for the Company's organi-
zation and for directing the Company'’s affairs. The

Board is responsible for continuously assessing the
Company'’s operations and financial situation. The key
role of the Board is to act on behalf of the Company’s
shareholders to ensure that the owners’' expectations
of long-term, satisfactory returns are met. Diamyd
Medical's Board should consist of between three and
eight members.

At the AGM on December 2, 2021, Dr Karin Hehen-
berger was elected to the Board.

The Board held 15 minuted meetings during the
2021/2022 financial year. The matters addressed
included production and other investment-related
issues, financing, regulatory issues and the Phase llI
program, annual and interim reports, information and
communication. In addition to the minuted meetings,
the Chairman of the Board and other Board members
maintained regular contact with the Company's CEO.
The Board received regular reports on the Company's
financial position, in accordance with specific reporting
instructions.

Chief Executive Officer

The Chief Executive Officer (CEO) is responsible for
overseeing the day-to-day administrative and oper-
ational functions of the business, and leading the
Company in accordance with the Board’s guidelines
and decisions. In addition to the delegation of respon-
sibilities that is generally applicable under the Swedish
Companies Act, the CEO's instructions regulate the
duty and obligation to provide the Board with infor-
mation and the necessary support for decision-mak-
ing, the role of Secretary at Board meetings, the duty
and obligation to ensure compliance with the Board’s
decisions regarding objectives, mission, strategic plans,
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and other guidelines, and the proposal of reviews
thereof to the Board.

Internal control

The Board is responsible for the Company's internal
control. The internal control system includes con-
trol of Diamyd Medical's organization, procedures
and activities. The purpose is to ensure reliable and
accurate financial reporting, that the Company’s
financial statements are prepared in accordance with
the law and applicable accounting standards, and that
other requirements are followed. The internal control
system also aims to monitor compliance with Diamyd
Medical's policies and instructions. In addition, the
protection of the Company’s assets is monitored, and
it is ensured that the Company'’s resources are used
in a cost-efficient and otherwise appropriate manner.

Risk management

Risk management is part of the Board and the CEO'’s
internal governance and control of the operations.

It involves identification of the most important risks
associated with implementation of the Company’s
strategy and overall objectives, as well as other risks.
Refer to the section on "Risk factors" above. Strategic
risks are managed directly by the CEO as part of the
day-to-day operations. The Board monitors exposure
to these risks to ensure an ability to achieve strate-
gies and objectives. The CEO is responsible for the
ongoing management of all operational risks, and for
ensuring that action plans are implemented when
necessary to eliminate or minimize the impact of the
risks identified.
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THE SHARE

At August 31, 2022, the number of shares in Diamyd
Medical was 76,926,939, comprising 74,370,716 Class

B shares (one-tenth of a vote per share held) and
2,556,223 Class A shares (one vote per share held).
The rounded quotient value of both Class A and Class
B shares was SEK 0.1014. The shares are denominated
in Swedish kronor (SEK). At the end of the financial year
(August 31, 2022), the share capital amounted to SEK
7,802,027.

NEW SHARE ISSUE

A directed share issue was completed during the
financial year with deviation from the preferential right
of existing shareholders, following a decision by the
Board based on the authorization granted by the AGM
on November 26, 2020. The share issue increased

the number of shares in the Company by 5,357,143 to
76,926,939 and the share capital by SEK 543,215 to
SEK 7,802,027. The issue was fully registered with the
Swedish Companies Registration Office on September
27,2021,

OWNERSHIP STRUCTURE

At August 31, 2022, the number of shareholders was
16,519 (16,247). The ten largest owners of Diamyd
Medical held shares corresponding to 37.5% of the
capital and 51.9% of the votes. Both Class A and Class
B shares are freely transferable.

THE COMPANY’S FUTURE DEVELOPMENT
At the end of the financial year, Diamyd Medical’s cash
and cash equivalents and short-term investments
amounted to MSEK 159.7.

The Board and CEO deem that the Company has
sufficient funds to cover its capital requirements over
the next 12 months.

PROPOSED ALLOCATION OF

NON-RESTRICTED EQUITY

According to the balance sheet, the Parent Company's
non-restricted equity amounts to the following:

SEK

Share premium reserve 390,507,306
Retained earnings -67,095,483
Result for the year -102,381,009
Non-restricted equity 221,030,814

The Board proposes that the Company'’s retained
earnings of SEK 221,030,814 be carried forward. The
Company'’s earnings for the financial year and financial
position at August 31, 2022 are presented in the fol-
lowing income statement and balance sheet, cash flow
statement and summary of changes in equity, with the
accompanying notes.
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DIVIDEND
The Board proposes that no dividend be paid for the
2021/2022 financial year.
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Multi-year overview

GROUP, KSEK 2020721 2019/20 2018/19 2017/18 2016/17 2015/16 2014/15 2013/14
Net income 454 253 341 1,568 726 922 757 513 443
R&D costs -75,567 -56,860 -13,810 -22,359 -29,118 -12,871 -6,220 -9,686 -5,465
Personnel costs -20,259 -16,174 -9,195 -7,891 -7,831 -7,031 -7,671 -7,366 -6,716
Result for the year -103,517 60,046 9,709 -36,610 -43,953 -25,555 -32,008 -21,397 -16,034
Cash flow from operating activities -93,219 -109,468 16,154 -39,185 -41,564 -25,808 -17,752 -18,311 -16,690
Cash and cash equivalents and short-term investments 159,668 139,376 68,362 56,714 44112 85,726 31,396 29,727 35,675
at the balance-sheet date

Equity ratio, % 91 94 81 85 78 88 77 85 87
Profit/loss per share, before and after dilution, SEK -1.4 0.9 0.1 -0.5 -0.8 -0.7 -1.3 -1.0 -0.8

2021/22 pertains to the Group, previous years pertain to the Parent Company.

PARENT COMPANY, KSEK 2020721 2019/20 2018/19 2017/18 2016/17 2015/16 2014/15 2013/14
Net income 506 253 341 1,568 726 922 757 513 443
R&D costs -75,567 -56,860 -13,810 -22,359 -29,118 -12,871 -6,220 -9,686 -5,465
Personnel costs -20,259 -16,174 -9,195 -7,891 -7,831 -7,031 -7,671 -7,366 -6,716
Result for the year -102,381 60,046 9,709 -36,610 -43,953 -25,555 -32,008 -21,397 -16,034
Cash flow from operating activities -93,255 -109,468 16,154 -39,185 -41,564 -25,808 -17,752 -18,311 -16,690
Cash and cash equivalents and short-term investments 159,145 139,376 68,362 56,714 44,112 85,726 31,396 29,727 35,675
at the balance-sheet date

Equity ratio, % 92 94 81 85 78 88 77 85 87
Profit/loss per share, before and after dilution, SEK -1.3 0.9 0.1 -0.5 -0.8 -0.7 -1.3 -1.0 -0.8

Definitions

Share price The closing price on August 31.

Equity per share Equity divided by number of shares at the end of the financial year.

Average number of shares The weighted average number of shares during the year.

Result per share Profit/loss for the year divided by average number of shares.

Equity ratio Equity divided by total assets at the balance-sheet date, expressed as a percentage.



B Consolidated income statement Annual Report 2021/2022 / DIAMYD MEDICAL 27

Consolidated income statement

KSEK Note Aug ) Wvy¥l Aug 31, 2021

OPERATING INCOME

Net income 3 454 253
Other operating income 3 2,131 191
TOTAL OPERATING INCOME 2,584 444
OPERATING EXPENSES

External research and development costs -75,567 -56,860
External patent and license costs -4,403 -2,501
Personnel costs 4 -20,259 -16,174
Other external expenses 56,7 -11,669 -9,457
Other operating expenses -1,240 -551
Result from participations in associates 13 -3,239 -
Amortization/depreciation and impairment of assets 8 1 -4,383 -782
TOTAL OPERATING EXPENSES -120,760 -86,324
OPERATING RESULT -118,176 -85,880
Gain on sale of financial asset 9 6,653 144,414
Interest income and similar profit items 9 8,259 1,965
Interest expense and similar loss items -253 -453
TOTAL FINANCIAL ITEMS 14,659 145,926
RESULT AFTER NET FINANCIAL ITEMS -103,517 60,046
Income tax 10 =

RESULT FOR THE PERIOD -103,517 60,046

The Group was formed on October 31, 2021 when Diamyd Medical AB acquired Diamyd Properties AB. Accordingly, the first months of the financial year include amounts pertain-
ing only to the Parent Company. The comparative period pertains to the Parent Company
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C lidated bal heet
KSEK Note Aug cypwlorvd Aug 31, 2021
ASSETS
Fixed assets
Intangible assets 8
Patents = 65
Tangible assets
Land and buildings " 22,609 -
Machinery and inventory 1 23,139 5,553
Financial assets
Deferred tax 1,676 -
Participations in associates 13 15,463 32,220
Other long-term receivables 15 626 626
Total fixed assets 63,513 38,464
Current assets
Accounts receivable 251 51
Other receivables 2,194 1,594
Prepaid expenses and accrued income 16 10,897 21,953
Short-term investments 39,907 -
Cash and cash equivalents 119,761 139,376
Total current assets 173,011 162,974
TOTAL ASSETS 236,524 201,438

KSEK Note Aug WAy Aug 31, 2021
EQUITY AND LIABILITIES
Equity
Restricted equity
Share capital 17 7,802 7,259
Statutory reserve 200 200
Non-restricted equity
Share premium reserve 390,507 248,895
Retained earnings -80,613 -127,141
Result for the period -103,517 60,046
Total equity 214,379 189,258
Provisions
Pensions and other commitments 18 777 777
Total long-term liabilities 777 777
Current liabilit