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Disclaimer

All statements for investors contain information that represent, other than 

historical facts, SOFIVA’s plans and forward-looking statements are based upon 

management’s current assumptions. 

Environmental changes and other important factors could cause actual results to 

differ materially from those expressed in our statements. 

Investors should carefully consider the investment objectives and risks before 

investing.
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The amendment of Regulations Governing the Application of 

Specific Medical Technique and Medical Device on 9 th February 2021
Decree

Regulations Governing 

Department of Medical Affairs, Ministry of Health 
and Welfare announced
Regulations Governing the Application of Specific 
Medical Technique and Medical Device



Regulations for the Supervision and Administration of Genetic Testing

Scope of Genetic Testing under Supervision



Management Framework for LDTs (Laboratory Developed Tests)



-Continuously adding new certification 
categories and qualifications-

SOFIVA is in compliance 
with three laboratory 

certification qualifications

√

√

√

Certification qualifications for laboratories



新生兒基因檢測Crises and opportunities

Strengths Weakness

• Long-term compliance with multiple laboratory 

certifications.

• Well-equipped personnel with strong 

capabilities.

• A wide range of testing items, covering various 

fields and disciplines

• Personnel qualifications

√ Expanding the number of Clinical Scientists will 

require time.

• Certification acquisition

√ Implementing certification qualifications will also 

require time

Opportunities Threats

• Already compliance with certification 

qualifications

√ The most competitive brand

• Concentration of market share and a bigger 

customer base

√ Ideal timing

• Time gap in laboratory certification 

implementation poses risks of customer 

attrition.

• Overseas laboratories have more lenient 

conditions.
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2023 The Dual Operating Strategy

Genetic Screening Category Servicing Specialty Target

Reproductive IVF Center
IVF

Embryo Screening

Prenatal OB-GYN
Pre-pregnant couples

Pregnant couples

Newborn Pediatrics, Neonatology
Child

Newborn

Cancer Cancer-related Specialty
All Target Audience

(Pre-Cancer & Patient)

Rare Disease Genetics-related Specialty All Target Audience

Precision Medicine Treatment-related Specialty All Target Audience

Maternal Fetal Medicine

Precision Cancer Medicine
The Dual Development



新生兒基因檢測Maternal Fatal Medicine and Precision Cancer 
Medicine One Stop Service

Reproductive

• PGT-M

• PGT-A

• niPGT-A

Prenatal

• NIPS 

• Array

• Karyotyping

• Carrier Scan

• SMA Carrier Screening

• Fragile X Carrier Screening

• Thalassemia Carrier Screening

• Folate Metabolism Genetic Testing

Newborn 

• Baby Scan

• Hearing Loss Genetic  Screening

• CCHS Genetic Screening

• Congenital CMV Infection Screening

• Atopic Dermatitis Genetic Screening

Cancer 

• Cancer Monitor 

• Cancer Scan v1.0/v2.0

• Cancer Risk v1.0/v2.0

• HPV test

Rare Diseases 

• Hearing Loss Genetic Test v1.0/v2.0/v3.0

• Achondroplasia

• Osteogenesis Imperfecta

• Duchenne Muscular Dystrophy

• Customized Genetic Test

Precision Medicine 

• HRD Status

• CGP Genetic Test

• BRCA1/2 Genetic Testing

• Endometrial Cancer Genetic Subtypes

• Prostate Cancer Genetic Testing



新生兒基因檢測SOFIVA Genomics Medical Laboratory 

Certification qualifications

CAP 
Food and Drug Administration, 
Ministry of Health and Welfare 

Listing and registration



ISO 
15189

All 48 items.

新生兒基因檢測SOFIVA Genomics Medical Laboratory 

Certification qualifications
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Statements of Comprehensive Income of last 3 years

Operational Performance

(In Thousands of New Taiwan Dollars)

2020 2021 2022

Revenue 488,865 508,415 495,775

Gross Profit 152,741 176,813 148,988

Gross Profit (%) 31.24% 34.78% 30.05%

Opreating Income 20,922 35,240 3,787

Total Non-Opreating Income 16,356 28,453 43,562 

Pre-Tax Income 37,278 63,693 47,349

Net Income 34,207 56,769 43,153

EPS 1.63 2.68 2.00
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Revenue Trend：The Last 10 Quarters
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Revenues of Last 6 Months
(In Thousands of New Taiwan Dollars)

Revenue Trend：The Last 6 Months
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Investment Performance
(In Thousands of New Taiwan Dollars)

DIANTHUS CO.,Ltd

Statements of Comprehensive Income

2020 2021 2022

Sales Revenue 331,983 599,944 630,428 

Comprehensive Income 81,955 171,767 253,022 

Capital Stock 805,000 895,000 895,000 

Investment from Sofiva 148,250 148,250 148,250 

Shareholding Ratio of Sofiva 18.42% 16.56% 16.56%

Investment Income of Sofiva 17,498 31,047 41,902 
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