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ABSTRACT — The peptide decade's binding constraint is not molecules, demand, or even regulation — it is
manufacturing capacity and the licence stack wrapped around it. This paper quantifies the ~$4.2 billion North
American capacity race, breaks down where the money goes, walks the licence-by-licence path a new facility
must climb, and explains why the whole journey takes years — which is precisely why existing multi-licensed
facilities have become the scarcest asset in the category.

1. The Capacity Race, Quantified

Cumulative announced capital commitments to North American peptide manufacturing (APl and finished dose)
reached roughly USD $4.2 billion by Q1 2026, driven first by GLP-1 demand and second by anticipation of the
compounding reversal (WP-002). Reservation windows at qualified contract manufacturers now run 18-24
months. The pharmaceutical CDMO market as a whole is forecast to roughly double within the decade. Yet
nearly all of this capacity is spoken for by drug programmes — it does not serve, and was never designed to
serve, the supplement, natural-health, and cosmetic tiers of the peptide economy.

2. Where $4.2 Billion Actually Goes

build

Buildings & cleanroom infrastructure = 30-40% Classified suites, HVAC/environmental control, utilities,
segregation of flows

Synthesis capacity (SPPS reactors) 20-25% Solid-phase peptide synthesis trains; scale determines
addressable molecules

Purification 20-25% Preparative HPLC capacity — routinely the practical
throughput bottleneck

Lyophilisation 10-15% Freeze-drying capacity for stable finished forms

QC laboratories 10-15% Mass spec, HPLC, microbiology — the release-testing
backbone

Development operations (added to +10-20% Method development, validation batches, stability

capex) programmes, regulatory writing

3. The Licence Stack

Hardware is the fast half. A facility serving all four peptide worlds (WP-001) in Canada needs, at minimum: a
Drug Establishment Licence (GMP inspection-backed) for drug-tier work; a Natural Health Product Site Licence
for NHP manufacture; cosmetic GMP compliance for that line; and, for US commerce, FDA facility registration
with cGMP inspection exposure. Each licence has its own quality system, its own inspection history, and its own
regulator relationship. None can be bought off a shelf; all of them are earned through cycles of audit, finding,
remediation, and re-audit.
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4. Why It Takes Years

Design, permitting, construction 18-30 months Marginally — cleanroom trades and equipment lead
times dominate

Equipment qualification & process 6-12 months No — validation batches are sequential by nature

validation

Licensing & first inspections 6-18 months No — regulator queues and inspection cycles are
external

Client audits & first commercial lots 3-9 months Partially — but sophisticated clients audit before
committing

CUMULATIVE 3-5 YEARS The floor, with money and competence assumed

The compounding effect is the point: a well-funded entrant breaking ground today reaches first commercial lots
in the late 2020s — into whatever regulatory landscape then exists. Capital can buy steel and reactors; it cannot
buy inspection history, and inspection history is the licence stack's real currency.

5. Existence versus Availability

Counting facilities overstates supply, because existence is not availability. Screen North American
peptide-capable sites by four filters — (1) multi-category licensing (drug AND natural-health AND cosmetic), (2)
contract capacity actually offered to new clients, (3) willingness to run small-to-mid commercial batches rather
than mega-scale drug campaigns only, and (4) a decades-long regulator relationship — and the field collapses
from hundreds of nominal sites to single digits. The majors' new plants are captive to their own drug pipelines;
most contract capacity is reserved; most licensed sites hold one licence, not the stack. This scarcity, not any
molecule, is the peptide economy's real moat — and it explains why relationships with existing multi-licensed
facilities are being treated as strategic assets across the industry.
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