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Disclaimer
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• This presentation and the information contained herein (the "Presentation") does not constitute or form part of, and should not be 
construed as, an offer of invitation to subscribe for, underwrite or otherwise acquire, any securities of Asarina, nor should it or any 
part of it form the basis of, or be relied on in connection with, any contract to purchase or subscribe for any securities of Asarina nor 
shall it or any part of it form the basis of or be relied on in connection with any contract or commitment whatsoever.

• · The securities of Asarina have not been and will not be registered under the U.S. Securities Act of 1933, as amended (the 
"Securities Act"), and may not be offered or sold within the United States, except in a transaction not subject to, or pursuant to an 
exemption from, the registration requirements of the Securities Act.

• · This Presentation may not be reproduced, redistributed, published or passed on to any other person, directly or indirectly, in
whole or in part, for any purpose. This Presentation is not directed to, or intended for distribution to or use by, any person or entity 
that is a citizen or resident of, or located in, any locality, state, country or other jurisdiction where such distribution or use would be 
contrary to law or regulation or which would require any registration or licensing within such jurisdiction. This Presentation is not for 
publication, release or distribution in the United States, Australia, Canada or Japan, or any other jurisdiction in which the
distribution or release would be unlawful.

• · This Presentation has been prepared by Asarina for the purpose of providing an update on its research and development 
activities. The information contained in this Presentation has not been independently verified. No representation, warranty or 
undertaking, express or implied, is made as to, and no reliance should be placed on, the fairness, accuracy, completeness or 
correctness of the information or the opinions contained herein. The information contained in this Presentation should be 
considered in the context of the circumstances prevailing at that time and will not be updated to reflect material developments 
which may occur after the date of the Presentation. Asarina may alter, modify or otherwise change in any manner the content of this 
presentation, without obligation to notify any person of such revision or changes.

• This presentation may contain specific forward-looking statements, relating to Asarina´s future business, development and 
economic performance e.g. statements including terms like ”believe”, ”assume”, ”expert” or similar expressions. Such forward-
looking statements are subject to known and unknown risks, uncertainties and other factors which may result in a substantial
divergence between the actual results, financial situation, development or performance of Asarina and those explicitly or implicitly
presumed in these statements. Against the background of these uncertainties readers should not rely on forward-looking
statements. Asarina assumes no responsibility to update forward-looking statements or to adapt them to future events or 
developments
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Phase IIb top-line result presentation
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• Introduction – Dr Peter Nordkild, CEO

• The PMDD study top-line results - Karin Ekberg, COO

• Q&A
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Introduction: 
Peter Nordkild, CEO
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• Physician by training

• 13 years in senior management       
at Novo Nordisk

• 6 years in corporate management 
at Ferring

• Danish serial biotech entrepreneur 
as founder or  co-founder of 4 
Danish biotech companies
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Portfolio Approach to Women’s Health 
& Neurology

5

Sepranolone – Remain in Control of Your Life

PMDD Menstrual 
Migraine

Tourette’s 

Innovative customer centric products

Chronic conditions

Large markets
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The PMDD Clinical Phase IIb Study 
top-line results

Karin Ekberg, COO
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PhD, experience from clinical and pre-
clinical project management within 
biotech companies active within 
diabetes and cognitive impairment. 

20+ years of experience in human 
experimental and clinical scientific work 
at Karolinska Institute

Written 70+ scientific publications, 
mainly within the area of physiology, 
endocrinology and metabolism.
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Phase IIb Clinical Study Design

A randomised, double-blind, placebo-controlled, parallel-group, multicentre study 
investigating the efficacy and safety of Sepranolone (UC1010) in patients with PMDD

2 cycles
baseline / diagnosis

1 cycle
follow-up

3 cycles
treatment

Randomisation
N=225

(Double-blind)

PMDD 
(DSM-5) verified in at 

least two menstrual cycles

Advertisement
and screening

Sepranolone
dose 10 mg

Placebo

Sepranolone
dose 16 mg Follow-up

From Asarina Pharma’s R&D Event 26 March 2020
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The PMDD Diagnosis
Example from a patient’s diary, showing daily ratings of the 
depressive symptoms during two cycles of diagnostic screening

Felt depressed, sad, down or blue
Felt hopeless
Felt worthless, or guilty

The diagnosis is very strict and requires 
that the patient 
• is essentially symptom free pre-ovulatory,

and
• has significant symptoms in the last week 

before menstruation

The diagnosis is verified by prospective 
daily ratings of symptoms during at least 
two menstrual cycles
• using a validated rating scale such as the 

DRSP scale, assessing symptoms and impact 
of the symptoms on the woman’s daily life

Depression

From Asarina Pharma’s R&D Event 26 March 2020
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Daily Record of Severity of Problems (DRSP)

Q1 1a Felt depressed, sad, “down”, or “blue”
Q2 1b Felt hopeless
Q3 1c Felt worthless or guilty
Q4 2 Felt anxious, tense, ”keyed up” or ”on edge”
Q5 3a Had mood swings (e.g. suddenly felt sad or tearful)
Q6 3b Was more sensitive to rejection or my feelings were easily hurt
Q7 4a Felt angry, irritable
Q8 4b Had conflicts or problems with people
Q9 5 Had less interest in usual activities (e.g. work, school, friends, hobbies)
Q10 6 Had difficulty concentrating
Q11 7 Felt lethargic, tired, fatigued or had a lack of energy
Q12 8a Had increased appetite or overate
Q13 8b Had cravings for specific foods
Q14 9a Slept more, took naps, found it hard to get up when intended
Q15 9b Had trouble getting to sleep or staying asleep
Q16 10a Felt overwhelmed or that I could not cope
Q17 10b Felt out of control
Q18 11a Had breast tenderness
Q19 11b Had breast swelling, felt “bloated” or had weight gain
Q20 11c Had headache
Q21 11d Had joint or muscle pain

24 DRSP questions, representing 11 symptoms and 3 impairment aspects, all rated from 1 “not at all” to 6 “extreme”

Q22 At work, at school, at home, or in daily routine, at least one of the problems
noted above caused reduction of productivity or inefficiency

Q23 At least one of the problems noted above interfered with hobbies or social
activities (e.g. avoid or do less)

Q24 At least one of the problems above interfered with relationships with others

Primary end-point
The late luteal phase Total symptom score (Lmax Sum21) Treatment period-Baseline within patient,  
Active compared to Placebo treated patients

Cardinal symptoms
• Depression
• Anxiety
• Lability
• Anger/irritability

Physical symptoms

Impairment 
scale

”Less specific symptoms”
• Interest
• Concentration
• Appetite
• Sleep
• Overwhelmed 

Total Symtoms

From Asarina Pharma’s R&D Event 26 March 2020
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Total Symptom Score – Primary Variable

The late luteal phase Total symptom score (Lmax Sum21) is is the sum of symptom 
severity for all 11 symptoms.

The score is calculated as the average of Sum21 for the 5 consecutive days with 
the highest score during Day -6 to Day 1 (the “green days”).

Extract from the eDiary of diagnostic cycles of a patient

Lmax Sum21

minimal

severe
moderate

mild

not at all

extreme

From Asarina Pharma’s R&D Event 26 March 2020
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Phase IIb Clincial Study
4 key metrics to measure efficacy of Sepranolone

ü Total symptom score (primary end-point)
Statistical difference Lmax Sum21 and sufficiently large effect driven by effect on the 
most relevant symptoms, i.e. the …

ü Cardinal symptom score (secondary end-point)
Sum of Q1-Q8 – depression, anxiety, lability and anger/irritability.
The symptom reduction should have a beneficial effect on patients QoL, i.e. the …

ü Impairment score (secondary end-point)
Sum of Q22-Q24 – productivity at work/school, ability to social activities, and 
relationship with others.

ü Safetya
Minimal side-effects

From Asarina Pharma’s R&D Event 26 March 2020
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Phase IIb Clinical Study
Patient Population

Distribution of 206 patients 
in 12 clinics, in SE, UK, DE and PL

Nürnberg
Berlin
Frankfurt
Essen
Karlsruhe
Krakow
Elblag
Katowice
Stockholm
Stoke-on-trent
London
Liverpool

SE

UK DE

PL

Patients dosed
202

Placebo
67

Sepranolone 10 mg
63

10 

Intent-to-treat
192

8 WC or
not evaluable

Patients randomized
206 

4 

Enrolled women
476

270 

Placebo
57

8 WC or
not evaluable

10 WC or
not evaluable

Started T1

Completed T3

Screen failures i.e. did not meet 
criteria for participation

WC, never started 
treatment

Not evaluable: 1 withdrawal painful injections
7 incomplete dosing
2 anovulatory cycles

Sepranolone 10 mg
55

Sepranolone 16 mg
62

Sepranolone 16 mg
54
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Phase IIb Clinical Study
Patient Population

• 202 patients started treatment (APT, safety population)
- 192 patients in the ITT population 

ITT = all patients who had completed at least one confirmed ovulatory 
treatment cycle and had evaluable DRSP data in that cycle

- 80% of all APT completed all three treatment cycles

• Patients 
- 33.5 years of age
- BMI 24.4 kg/m2

• 547 menstrual cycles evaluated 
- Baseline average menstrual cycle length was 28 days 
- 90% of cycles had less than 4 days cycle length difference
- 6% of the treatment cycles were anovulatory or ovulation could not be confirmed
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Phase IIb Clinical Study
Injections and Dosing

Sepranolone Injections 0.4 mL prefilled in a single use syringe 
for patients self administration

Two strengths Sepranolone (10 and 16 mg per dose) or placebo
- treatment start 14 days prior to next estimated menstruation start
- every second day during luteal phase until menstruation starts, 

maximum 7 doses per cycle.

3,043 doses (Sepranolone and placebo) have been injected by the patients in the study 

85% of cycles 6 or 7 injections have been taken and they have been taken 
in the intended time in relation to patient’s premenstrual symptom peak

a menstrual cycle with 7 injections taken

Menstrual bleeding
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Phase IIb Clinical Study
Adverse events

• No treatment related Serious Adverse Events has been reported

• In total 236 probably/possibly related  Adverse Events were reported
- The vast majority were mild and transient, none was severe
- No single type of general adverse event occurred in more than 

3% of the patients and no relation to treatment group

More specifically 
- The events related to the Sepranolone injection sites occurred in 

20 % of the patients
- The vast majority of these were mild and transient, none was severe
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Phase IIb Clinical Study
Baseline

• Baseline late luteal phase symptom scores in the ITT population (N=192) 

Sepranolone
10 mg

Sepranolone
16 mg Placebo

Total symptoms (Sum21) 82.4±15.5 87.1±18.8 85.1±17.2

Cardinal symptoms 33.2±6.1 35.1±8.0 34.8±6.3

Impairment score 12.7±2.3 13.2±2.7 13.1±2.5

average±SD
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Phase IIb Clinical Study
Treatment effect

• Late luteal phase symptom scores in the ITT population (N=192)

0

10
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40
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70

80

90

Total symptoms Sum21 Cardinal symptoms Impairment score

Active Baseline

Active treatment

Placebo Baseline

Placebo treatment

DRSP points
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Phase IIb Clinical Study
Treatment effect

• Improvement in late luteal phase symptom scores from baseline in the
ITT population (N=192)

Sepranolone
10 mg

Sepranolone
16 mg Placebo Difference 

Active-Placebo
Active vs. 
Placebo

Total symptoms (Sum21) 30.5±22.2 30.0±20.2 27.9±21.4 2.4±21 NS (p=0.3)

Cardinal symptoms 13.7±10.0 13.4±9.7 12.4±10.0 1.1±9.8 NS (p=0.3)

Impairment score 5.1±3.7 5.3±3.6 4.5±3.8 0.7±3.7 NS (p=0.2)

average±SD

>50% >75%
Active 52 25
Placebo 45 15

• Total symptom (Lmax Sum21) expressed as frequency % improvement
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Phase IIb Clinical Study
Treatment effect

• Improvement in late luteal phase symptom scores in the ITT population 
(N=192)
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Phase IIb Clinical Study
In Conclusion

• The baseline data show that the intended patient  population 
was recruited
- Stricter inclusion criteria produced a well defined patient population

• Sepranolone did not met the primary or secondary end-points
- Placebo effect high and with large variance 
- The change from baseline in the Sepranolone also with larger variance than 

expected
- Numerically, reduction was larger for the Sepranolone group than the placebo 

group for all symptoms and end-points, but not statistically significantly

• Sepranolone was well tolerated with no safety signals observed
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Asarina Pharma and PMDD 
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• Throughout the study we have built up great links with PMDD 
patients groups and organizations and we will share the results 
from the study with them

• We hope that our research around allopregnanolone will play 
an important part in the collective understanding of PMDD

• With 1.2 million women having shown interest in the study, we 
are proud that this study has been valuable in raising awareness 
of and attention to this devastating condition
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Asarina Pharma next steps 
- the case for Sepranolone remains
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• We know that ALLO is a powerful neurosteroid with a high impact, and 
that ALLO levels are elevated in the brains of patients with a wide range 
of stress-related conditions

• We know that Sepranolone reduces symptoms induced by elevated levels 
of  ALLO, nothing in these study results disproves that

• The study further supports that Sepranolone is a well-tolerated treatment 
with no safety concerns observed

• Asarina Pharma will continue its fully financed  development programs for 
Sepranolone in menstrual migraine and Tourette syndrome, two conditions 
with more objective end-points and with different disease mechanisms 
than in PMDD
- The menstrual migraine study is presently 80% recruited, and despite 

Coronavirus slowdown restrictions the company remains optimistic about 
delivering top-line results in Spring 2021
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Thank you for attending!
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