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Abstracts

According to our (Global Info Research) latest study, the global Etelcalcetide API

market size was valued at US$ 19.76 million in 2025 and is forecast to a readjusted size

of US$ 30.34 million by 2032 with a CAGR of 6.2% during review period.

Etelcalcetide API is a high-potency synthetic peptide active pharmaceutical ingredient

used in etelcalcetide injection products. Pharmacologically, it is a calcium-sensing

receptor agonist, or calcimimetic, mainly indicated for secondary hyperparathyroidism in

adult chronic kidney disease patients on hemodialysis. From a manufacturing

perspective, it is a technically demanding peptide API built around peptide assembly

and disulfide-bond formation, and commercial production generally involves solid-phase

peptide synthesis followed by cleavage, coupling or oxidation, purification, and

lyophilization. As a result, the product requires tight control over impurity profile, purity,

residual solvents, and overall quality systems. Its key upstream inputs include protected

amino acid derivatives, peptide synthesis resins, coupling reagents, cleavage reagents,

organic solvents, and purification media, while downstream customers mainly include

the originator drug company, peptide sterile injectable CDMO/CMO providers, and

specialty renal-care injectable manufacturers. Based on the dosing profile, current

market competition, and supply-side structure, I estimate that on an ex-factory basis the

2025 global Etelcalcetide API market had nameplate capacity of about 198 kg, actual

sales volume of about 121.6 kg, an average ex-factory price of about USD 158,000/kg,

and a gross margin of roughly 44%-54%. Overall, this remains a niche, high-value, high-

barrier peptide API segment in which commercial competitiveness is driven more by

process know-how, scale-up capability, and regulatory readiness than by large

shipment volume.
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At present, the Etelcalcetide API market remains highly specialized and

relatively concentrated. End-use demand is closely tied to the management of

secondary hyperparathyroidism in the hemodialysis setting, and product utilization is

strongly linked to dialysis-center treatment protocols, nephrology prescribing patterns,

and in-center injectable workflows. As a result, the market does not expand in the same

way as broadly used oral chronic-disease drugs. At the same time, the continued

commercial presence of the originator product indicates that the molecule still retains

clear clinical relevance globally, while the API supply side remains limited to a relatively

small number of companies with peptide development, scale-up, and compliance

capabilities.

Looking ahead, the market is likely to continue developing as a niche, high-barrier,

compliance-driven peptide API segment rather than shifting into a rapid volume-

expansion story. On one side, long-term disease management needs in hemodialysis

patients, continued refinement of CKD-MBD treatment strategies, and the workflow fit of

post-dialysis intravenous administration should help preserve the product's clinical role.

On the other side, as specialty injectable markets place greater emphasis on cost

control, supply security, and regulatory accessibility, future competition at the API level

is more likely to center on process optimization, impurity control, regulatory filing

strength, and global supply reliability than on price alone.

The main growth drivers come from both clinical demand and product positioning. In

patients receiving hemodialysis, secondary hyperparathyroidism remains an important

condition requiring ongoing management, and the treatment framework continues to

focus on PTH control, mineral metabolism disorders, and pathway optimization,

preserving a defined role for calcimimetic therapy. In addition, Etelcalcetide is

administered intravenously at the end of dialysis sessions, which can support treatment

manageability and adherence in selected care settings and allows the product to fit

naturally into dialysis-center routines. For upstream API suppliers, this combination of

clear clinical relevance and specialized use creates meaningful technical barriers and

customer stickiness.

The constraints are also quite clear. First, the product is limited to the hemodialysis

population, which inherently caps the addressable market compared with mass chronic-

care therapies. Second, peptide API manufacturing involves solid-phase synthesis,

purification, impurity-profile control, and rigorous quality-system alignment, so the

technical, scale-up, and compliance barriers remain high for new entrants. Third, from a

regulatory and competitive perspective, continued genericization and pricing pressure

may gradually compress margins and reshape the supplier landscape. For that reason,
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Etelcalcetide API is more likely to remain a high-value-density but limited-volume

market segment.

This report is a detailed and comprehensive analysis for global Etelcalcetide API

market. Both quantitative and qualitative analyses are presented by manufacturers, by

region & country, by Type and by Application. As the market is constantly changing, this

report explores the competition, supply and demand trends, as well as key factors that

contribute to its changing demands across many markets. Company profiles and

product examples of selected competitors, along with market share estimates of some

of the selected leaders for the year 2025, are provided.

Key Features:

Global Etelcalcetide API market size and forecasts, in consumption value ($ Million),

sales quantity (kg), and average selling prices (US$/kg), 2021-2032

Global Etelcalcetide API market size and forecasts by region and country, in

consumption value ($ Million), sales quantity (kg), and average selling prices (US$/kg),

2021-2032

Global Etelcalcetide API market size and forecasts, by Type and by Application, in

consumption value ($ Million), sales quantity (kg), and average selling prices (US$/kg),

2021-2032

Global Etelcalcetide API market shares of main players, shipments in revenue ($

Million), sales quantity (kg), and ASP (US$/kg), 2021-2026

The Primary Objectives in This Report Are:

To determine the size of the total market opportunity of global and key countries

To assess the growth potential for Etelcalcetide API

To forecast future growth in each product and end-use market

To assess competitive factors affecting the marketplace

This report profiles key players in the global Etelcalcetide API market based on the

following parameters - company overview, sales quantity, revenue, price, gross margin,

product portfolio, geographical presence, and key developments. Key companies

covered as a part of this study include Amgen, Bachem, CordenPharma, PolyPeptide,

USV, Auro Peptides, MSN Life Sciences, Chunghwa Chemical Synthesis & Biotech,

AmbioPharm, Zhejiang Peptites Biotech, etc.
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This report also provides key insights about market drivers, restraints, opportunities,

new product launches or approvals.

Market Segmentation

Etelcalcetide API market is split by Type and by Application. For the period 2021-2032,

the growth among segments provides accurate calculations and forecasts for

consumption value by Type, and by Application in terms of volume and value. This

analysis can help you expand your business by targeting qualified niche markets.

Market segment by Type

?98%

?99%

Other

Market segment by Synthesis Technology

SPPS

Hybrid Technology

Market segment by Commercial Grade

Commercial Injectable Grade API

Registration / Validation Grade API

Other

Market segment by Application

Pharmaceutical Companies
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CDMO / Contract Manufacturers

Other

Major players covered

Amgen

Bachem

CordenPharma

PolyPeptide

USV

Auro Peptides

MSN Life Sciences

Chunghwa Chemical Synthesis & Biotech

AmbioPharm

Zhejiang Peptites Biotech

Zhejiang Ausun Pharmaceutical

Hybio Pharmaceutical

Market segment by region, regional analysis covers

North America (United States, Canada, and Mexico)

Europe (Germany, France, United Kingdom, Russia, Italy, and Rest of Europe)

Asia-Pacific (China, Japan, Korea, India, Southeast Asia, and Australia)

South America (Brazil, Argentina, Colombia, and Rest of South America)

Middle East & Africa (Saudi Arabia, UAE, Egypt, South Africa, and Rest of Middle East
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& Africa)

The content of the study subjects, includes a total of 15 chapters:

Chapter 1, to describe Etelcalcetide API product scope, market overview, market

estimation caveats and base year.

Chapter 2, to profile the top manufacturers of Etelcalcetide API, with price, sales

quantity, revenue, and global market share of Etelcalcetide API from 2021 to 2026.

Chapter 3, the Etelcalcetide API competitive situation, sales quantity, revenue, and

global market share of top manufacturers are analyzed emphatically by landscape

contrast.

Chapter 4, the Etelcalcetide API breakdown data are shown at the regional level, to

show the sales quantity, consumption value, and growth by regions, from 2021 to 2032.

Chapter 5 and 6, to segment the sales by Type and by Application, with sales market

share and growth rate by Type, by Application, from 2021 to 2032.

Chapter 7, 8, 9, 10 and 11, to break the sales data at the country level, with sales

quantity, consumption value, and market share for key countries in the world, from 2021

to 2026.and Etelcalcetide API market forecast, by regions, by Type, and by Application,

with sales and revenue, from 2027 to 2032.

Chapter 12, market dynamics, drivers, restraints, trends, and Porters Five Forces

analysis.

Chapter 13, the key raw materials and key suppliers, and industry chain of Etelcalcetide

API.

Chapter 14 and 15, to describe Etelcalcetide API sales channel, distributors, customers,

research findings and conclusion.
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