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DISCLAIMER

No offer or Solicitation regarding Securities  This document is for the sole purpose of providing Tiumbio Co., Ltd. (“The Company”) information whereas the issuing company and the man

aging  company will not use this information to suggest nor intend on collecting, selling, buying, or subscription of stock. Please note that this document  herein does not contain any fundame

ntal information in regards to contract, agreement, or investment decision. All the investment decision which  relates to participation of book building, subscription, and purchase must solely b

e from reference provided in public offering submitted securities  registration in Financial Supervisory Service and (prepared) prospectus document. This document in regards to proposed pu

blic offering is for the  sole purpose of understanding the presentation prepared by the company for institutional investors and distribution, copy of the information to other  party is strictly proh

ibited. The attendance of this presentation shall abide by and consider as verified and agreed in above restriction, violation against  the restriction can be considered as ‘capital market and fin

ancial investment regulation’ violation.

“Safe Harbor” for Forward-looking Statements

This presentation ”forward-looking” statement contained herein as not been reviewed by external auditor. This reflect not to the past situation but as  of the date hereof in operating and finan

cial performance estimation and may be generally identified by the word that implies forward-looking such  as ‘expect’, ‘outlook’, ‘plan’, ‘anticipate’, and others. The above “forward-looking” s

tatement reflects to changing management condition hereof, all of  “forward-looking” are subject to change with notable discrepancy to the statement. Additionally, outlook in this presentatio

n are based on a number  of estimates and current assumptions which are subject to business uncertainties as well as changes in business strategies. Please inform these  may change ov

er time and are subject to change without notice. Furthermore, the external reference applied in this document has not been altered  whereas the issuing company or the management is no

t responsible for the propriety or fidelity of the numerical value.

The content of this document in any situation cannot be interpreted as “guaranteed to contain all the critical reference in investment decision”.  As repeated statement, all investment decisio

n which relates to participation of book building, subscription, and purchase must solely be from  reference provided in public offering submitted securities registration in Financial Supervisor

y Service and (prepared) prospectus document. The  Company makes no guarantee whatsoever regarding the accuracy, usefulness or reliability of posted contents herein and the Compan

y and company  representatives assumes no legal responsibility for the result of investment decisions based upon this document (from negligence and others).
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GnRH Antagonist-Driven Rapid Growth in the Endometriosis Market

• Endometrial tissue growth outside the uterus and  

associated pelvic pain, dyspareunia, and infertility

• Prevalence rate is 10% - 30% of premenopausal women 

• Global prevalent cases of diagnosed endometriosis in 

women aged 15–49 years are 196.2 million1)

Endometriosis Market Forecast

69.6%

12.4%

2.3%
6.3%

9.4%

GnRH antagonists

GnRH agonists

Progestins

Oral contraceptives

Others

14.4%

46.0%10.4%

16.0%

13.3%

Significant shift to 

oral GnRH antagonists

“Expected”

2022
(USD 1.1 bn)

2030E
(USD 2.7 bn)

Endometriosis treatment across 7 major markets*

CAGR 10%
(‘22-’30)

(Source: GlobalData)

* 7 major markets: United States, Germany, Italy, France, Spain, United Kingdom, Japan

1) Datamonitor Healthcare
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Phase 2a Study Design 

Merigolix 320 mg QD*

Merigolix 240mg QD

Merigolix 120mg QD

Placebo

Post treatment 

follow-up

Double-blind treatment: 12 weeks

Screening 

up to 12 weeks

86 subjects enrolled

12 weeks
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*QD: once a day

 Primary efficacy endpoint

 Key secondary endpoints

 Safety

Study title

A Phase IIa, Multicenter, Randomized, Double-Blind, Parallel-Group, Placebo-Controlled, Proof of Concept Study to Evaluate the 

Efficacy and Safety of Orally Administered Merigolix (TU2670) in Subjects With Moderate to Severe Endometriosis-Associated Pain

Primary endpoint

Change from baseline to 12 weeks of treatment of the mean Dysmenorrhea score (defined as mean pelvic pain score on menstrual 

bleeding days) as measured by the Numeric Rating Scale (NRS)
0 1 2 109876543

No Pain Severe PainMild Pain Moderate Pain

NRS
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Baseline Demographics and Characteristics

Placebo

(N=22)

Merigolix 120mg

(N=20)

Merigolix 240mg

(N=20)

Merigolix 320mg

(N=21)

Age mean years (SD) 33.8 (6.29) 33.5 (6.02) 36.0 (7.25) 33.5 (5.69)

Race

White 22 (100%) 20 (100%) 20 (100%) 21 (100%)

Others 0 (0%) 0 (0%) 0 (0%) 0 (0%)

Weight mean (Kg, SD) 64.13 (11.02) 65.68 (13.87) 68.98 (12.69) 64.53 (12.79)

BMI mean (Kg/m2, SD) 23.18 (3.63) 23.43 (3.87) 25.10 (4.35) 23.39 (3.98)

Dysmenorrhea NRS score Mean (SD) 6.4 (1.45) 7.3 (2.05) 6.7 (1.54) 6.3 (1.60)

Non-menstrual pelvic pain 

NRS score
Mean (SD) 4.8 (1.91) 5.4 (2.50) 5.0 (1.44) 4.4 (2.35)

N = full analysis set 

SD = standard deviation

Dysmenorrhea: menstrual pain (월경통)

Non-menstrual pelvic pain (비월경 골반통증)
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Primary Endpoint Achieved Across All Tested Doses

Change from Baseline to 12 Weeks of Treatment of the Mean Dysmenorrhea Score
M
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* Dysmenorrhea: menstrual pain (월경통) 

** Pain assessed on Numerical Rating Scale: 0-10

*** Bars represent mean+/- standard error
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P<0.001

P=0.044

P=0.001

indicates a statistically significant difference (p<0.05) compared to placebo 
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Merigolix Demonstrated Substantial Reductions in Dysmenorrhea
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92%

reduction

from baseline 

82% 65%

Merigolix
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Key Secondary Endpoint of Non-Menstrual Pelvic Pain 

Change from Baseline to 12 Weeks of Treatment of the Mean NRS Pain Score for Non-Menstrual Pelvic Pain (NMPP) 
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P=0.007

• In the 120 mg and 240 mg treatment groups, statistical significance (p<0.0167) can be achieved with 50 and 70 subjects, 

respectively, in a larger sample size model (approximately an additional 30 and 50 patients in each group)

* NPMM: Non-menstrual pelvic pain (비월경 골반통증)

** Bars represent mean+/- standard error
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Other Secondary Endpoints

Secondary Endpoints Placebo
Merigolix

120mg

Merigolix

240mg

Merigolix

320mg

Dyspareunia* NRS score

Mean change from 

baseline to Week 12
-1.2 -2.4 -2.7 -3.6

p-value 0.104 0.045 0.002

Patient Global Impression of 

Change** (PGIC) from baseline 

to Week 12 (ranging 1 to 7)

p-value 0.086 0.049 0.006

* Dyspareunia (성교통)

** PGIC (자궁내막증 통증의 변화): 총 7개 기준(Very much better / Much better / A little better / No change / A little worse / Much worse / Very much worse)으로 통증 분류하여 측정
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Summary of Adverse Events

Number (%) of Women
Placebo

(N=23)

Merigolix 120mg

(N=20)

Merigolix 240mg

(N=21)

Merigolix 320mg

(N=22)

At least one adverse event 12 (52.2%) 12 (60.0%) 14 (66.7%) 19 (86.4%)

TEAE* related to study medication 4 (17.4%) 7 (35.0%) 6 (28.6%) 11 (50.0%)

TEAE leading to discontinuation of study 

medication
0 (0.0%) 0 (0.0%) 1 (4.8%) 1 (4.5%)

Serious TEAE related to study medication 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

Commonly occurring TEAEs (≥ 5%)

Hot flush 0 (0.0%) 3 (15.0%) 2 (9.5%) 6 (27.3%)

Headache 2 (8.7%) 1 (5.0%) 2 (9.5%) 2 (9.1%)

Nausea 2 (8.7%) 1 (5.0%) 2 (9.5%) 2 (9.1%)

*TEAE: Treatment-emergent adverse events
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Merigolix Phase 2a Clinical Trial Conclusions & Next Step

Next steps

1. This study met its primary endpoint of change of dysmenorrhea (menstrual pain) score at all doses

- 320 mg QD p<0.001

- 240 mg QD p=0.001

- 120 mg QD p=0.044

→ Remarkable reductions in dysmenorrhea (92% and 65% for 12 weeks of treatment) at high and low doses of merigolix represent that 

merigolix has the potential to become best-in-class oral GnRH antagonist

2. 320 mg of merigolix showed a significant reduction of Non-Menstrual Pelvic Pain (NMPP), a key secondary endpoint 

And both 120 and 240 mg can achieve statistical significance in the statistical simulation model with increasing the number of patients

3. Merigolix is well tolerated and safe, consistent with previous clinical studies

4. Multi-dose options will be available for patients with varying symptoms

• The clinical study report (CSR) with more detailed information and analysis is expected in Q3 2024

• The dosage levels for the next clinical trials will be determined after a thorough review
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Merigolix Showed Better Therapeutic Profiles than Any Other GnRH 

Antagonists

1) Relugolix combination therapy = relugolix 40 mg + estradiol 1.0 mg and norethindrone acetate 0.5 mg

* Source: public data

** No direct head to head data available - caution advised when comparing clinical studies with different assessment measures

Merigolix Elagolix

Relugolix + 

add-back therapy 

(ABT)

Dose per day
(regimen)

120 mg 
(once daily)

320 mg 
(once daily)

150 mg 
(once daily)

400 mg 
(200 mg twice daily)

40 mg + ABT1)

(once daily)

Time frame At 12 weeks At 12 weeks At 24 weeks

Study Phase 2a
Phase 3

EM-1

Phase 3

EM-2

Phase 3

EM-1

Phase 3

EM-2

Phase 3

Spirit 1

Phase 3

Spirit 2

Pain score 

reduction rate

Dysmenorrhea 65% 92% 47% 46% 80% 82% 73% 75%

Non-menstrual 

pelvic pain
54% 70% 25% 33% 40% 44% 50% 49%

Low dose High dose Low dose High dose Single dose



Thank You

세상에 소외 받는 환자들을 위한 치료제를 연구개발하여

희망과 행복 그리고 더 나은 삶을 나누겠습니다.


