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Enzyme Replacement Therapy Market Summary
Introduction and Market Overview

Enzyme replacement therapies (ERTS), including imiglucerase, agalsidase beta, and
alglucosidase alfa, treat lysosomal storage disorders like Gaucher disease (1/100,000
prevalence) and Fabry disease (1/40,000). The market is driven by rising diagnosis
rates, with newborn screening boosting detection by 15%, and orphan drug policies,
offering 7-year exclusivity. Approximately 3 billion people are affected by rare diseases,
with 6,000 Gaucher and 32,950 Pompe patients in the U.S. Novel therapies and early
intervention (20% higher treatment rates for Pompe) fuel growth. The global ERT
market is estimated at USD 6.0-10.0 billion in 2025, with a CAGR of 6%-10% through
2030.

Regional Market Trends

North America: The U.S. leads with advanced screening and ERT access, while
Canada emphasizes rare disease care.

Europe: Germany, France, and the UK drive growth with robust orphan drug
policies.

Asia Pacific: Japan expands ERT access, while China focuses on genetic
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screening.

Rest of the World: Brazil improves rare disease infrastructure, while the Middle
East addresses genetic disorders.

Application Analysis

Infusion Centers: Expected growth of 6.5%-10.5%, driven by ERT
administration. Trends focus on specialized care.

Hospitals: Projected growth of 6.0%-10.0%, linked to acute cases. Advances
emphasize inpatient management.

Others: Anticipated growth of 5.5%-9.5%, covering home infusions. Trends
highlight patient convenience.

Type Analysis

Imiglucerase: Expected growth of 6.2%-10.2%, for Gaucher disease. Trends
focus on high efficacy.

Agalsidase Beta: Projected growth of 6.0%-10.0%, for Fabry disease. Advances
emphasize long-term outcomes.

Alglucosidase Alfa: Anticipated growth of 6.5%-10.5%, for Pompe disease.
Trends highlight early intervention.

Taliglucerase: Expected growth of 5.8%-9.8%, for Gaucher. Developments
prioritize cost-effectiveness.

Velaglucerase Alfa: Expected growth of 6.0%-10.0%, for Gaucher. Trends focus
on patient outcomes.

Pegademase: Expected growth of 5.5%-9.5%, for SCID. Trends highlight niche
applications.

Laronidase: Expected growth of 6.0%-10.0%, for MPS I. Advances emphasize
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pediatric use.

Pancreatic Enzymes: Expected growth of 5.8%-9.8%, for digestion. Trends
focus on high-potency formulations.

Idursulfase: Expected growth of 6.2%-10.2%, for MPS Il. Developments
prioritize long-term efficacy.

Galsulfase: Expected growth of 5.8%-9.8%, for MPS VI. Trends highlight rare
indications.

Others: Expected growth of 5.5%-9.5%, covering novel ERTs. Developments
prioritize new enzymes.
Key Market Players
Sanofi: Offers imiglucerase for Gaucher disease.
BioMarin: Develops ERTs for MPS disorders.
Takeda: Provides laronidase for MPS I.
Amicus Therapeutics: Focuses on Fabry disease therapies.

Alexion: Supplies ERTs for rare diseases.

Porter’s Five Forces Analysis

Threat of New Entrants: Low, due to high R&D costs and orphan drug
regulations.

Threat of Substitutes: Low, as ERTs are primary for lysosomal disorders, though
gene therapies pose future risks.

Bargaining Power of Buyers: Moderate, with insurers negotiating prices, but
limited alternatives strengthen providers.
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Bargaining Power of Suppliers: Low, with multiple recombinant enzyme
providers.
Competitive Rivalry: Moderate, with players competing on efficacy and
indications.

Market Opportunities and Challenges

Opportunities:
Addressing rare diseases, affecting 3 billion people.
Leveraging newborn screening, improving diagnosis by 15%.
Utilizing orphan drug policies, offering 7-year exclusivity.
Supporting early intervention, raising Pompe treatment by 20%.
Expanding ERT access in emerging markets.

Benefiting from EMA’s 20 recombinant enzyme approvals.

Challenges:
High costs of ERTs limiting access.
Regulatory delays for novel therapies.
Limited infrastructure in low-income regions.
Competition from emerging gene therapies.

Patient adherence issues with lifelong treatments.
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