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For biopharma procurement leaders and R&D executives,
htigraeRInG editract development and manufacturing organizatioff© ©f

(CDMO) performance is no longer just a task for investor

relations or equity analysts. In the high-stakes peptide drug

development landscape, public market indicators—such as

capital expenditure (CapEx) acceleration, Return on Assets (ROA)

normalization, equity valuation swings, and exchange

disclosures—serve as early-warning operational telemetry.

When a market leader like Bachem Holding AG reports massive
multi-year capital deployments or announces billion-franc
commercial supply contracts, Wall Street sees revenue visibility.
However, for biopharma procurement teams managing early-
stage investigational new drug (IND) sequences, clinical-stage
pipelines, or complex modified peptide candidates, these public

signals tell a far more nuanced story.

Without proactive risk hedging, reliance on tier-1 CDMOs
during peak capital expansion cycles introduces severe
operational vulnerabilities. By converting balance-sheet metrics
into procurement intelligence, sourcing teams can anticipate
capacity bottlenecks, negotiate protective contract terms, and
implement dual-sourcing architectures to safeguard scientific

milestones.

About the Author: Written by the MOL Changes Peptide
Research & Procurement Advisory Team—a team of

organic chemists, bioprocess engineers, and biopharma
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sourcing strateqists specializing in custom sequence design,
s//meltGe89rO Sterile peptide synthesis, and CDMO supply chain™9¢ °'

risk management.

The Financial-to-Operational Translation
Matrix: Decoding Balance Sheet Signals

Public balance sheet figures and exchange filings directly mirror
a CDMO's physical reactor availability, operational flexibility,
and commercial priorities. Translating these financial metrics
into operational risk indicators enables procurement teams to
identify supply bottlenecks months before a batch delivery

deadline is missed.
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CapEx Ramps and Commissioning Drag

As highlighted in Bachem's H1 financial trajectory and long-

term CDMO return metrics, massive capital deployment—such

as the construction of Building K in Bubendorf or the greenfield
buildout in Sisslerfeld—demonstrates long-term industry
commitment. However, capital expenditure does not translate

into immediate synthesis throughput.

During facility construction and initial qualification phases (such
as producing initial commercial samples prior to full-scale
commercial release), engineering teams must focus on system
integration, qualification, and Good Manufacturing Practice
(GMP) validation. For biopharma buyers, this capital absorption
window creates an operational bottleneck where lead times for
custom synthesis extend, and schedule changes become

virtually impossible to accommodate.

Fixed-Cost Drag and Margin Squeeze

When a CDMO builds hundreds of millions of francs in new

fixed assets, its asset turnover and ROA temporarily compress
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while depreciation and utility overhead climb. To protect
RSB BPAIBEET Hargins during asset absorption, CDMO account 729¢ ©f
managers are instructed to prioritize high-margin, long-run

commercial campaigns.

For biopharma R&D teams submitting lower-volume, complex
modified sequences, this margin protection manifests as stricter
minimum batch size requirements, elevated non-recurring
engineering (NRE) charges, and rigid campaign cancellation

penalties.

The GLP-1 Crowding Effect: Why Tier-1
Expansion Displaces Custom R&D

The primary driver behind the current peptide CDMO expansion
wave is the extraordinary global demand for metabolic
therapeutics, specifically glucagon-like peptide-1 (GLP-1)
receptor agonists and multi-target co-agonists. According to

Bachem's audited SIX Swiss Exchange financial disclosures,

multi-year supply commitments exceeding CHF 1 billion anchor

the company's long-term growth.

A, Warning: Mega-CDMO capacity additions do not equal
open capacity for all buyers. Multi-hundred-million-dollar
commercial GLP-1 contracts lock up large-scale solid-phase

peptide synthesis (SPPS) and liquid-phase cleavage suites
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When a tier-1 CDMO commits two-thirds or more of its annual
revenue to dedicated commercial blockbusters, operational

priorities inevitably shift:

1. Preemption of Synthesis Suites: Large multi-ton or
multi-hundred-kilogram commercial runs command
dedicated suite scheduling. If a commercial batch requires
a process investigation or re-run, pre-scheduled custom

R&D or clinical trial batches are frequently pushed back.

2. Standardization vs. Customization: Commercial GLP-1
manufacturing relies on highly standardized, continuous,
or large-scale batch SPPS workflows. CDMO engineering
teams become optimized for high-volume execution,
reducing their appetite and agility for challenging non-
standard chemistry, such as complex cyclic structures,
multi-thioether bridges, or specialized non-natural amino

acid incorporations.

3. Escalating Slot Reservation Costs: As available reactor
hours tighten across top-tier vendors, slot reservation
deposits increase significantly, forcing smaller biotech
firms to commit capital 12 to 18 months before knowing if

their lead candidate will survive earlier screening phases.



Contract Hedging: 4 Clauses Procurement
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Teams Must Demand in CDMO

Agreements

To mitigate the peptide CDMO capacity risk associated with
market concentration and commercial crowding, biopharma
procurement leaders must upgrade their Master Services
Agreements (MSAs) and Statements of Work (SOWSs). Relying on
standard template contracts leaves sponsors exposed to

uncompensated delays.
Procurement Contract Safeqguards Architecture

1. Non-Preemptible Capacity Allocation (Liquidated

Damages for Slot Displacement)

2. Milestone-Gated Advance Prepayments (Verifiable

Analytical Release Triggers)

3. Transparent Step-In & Audit Rights (Real-Time
Commissioning & Batch Audits)

4. Force Majeure Carve-Outs (Commercial Crowding

Excluded from Uncontrollable Delays)
1. Non-Preemptible Capacity Reservation Clauses

Traditional capacity reservation agreements allow CDMOs to

reschedule manufacturing windows provided they give advance



notice. Procurement teams must negotiate non-preemptible
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campaigns.

e Recommended Contract Language: Include explicit
language stating that designated manufacturing windows
cannot be bumped, delayed, or reassigned to

accommodate third-party commercial volume expansions.

¢ Enforcement Mechanism: Tie slot preemption to
liquidated damages that cover the sponsor's unabsorbed
clinical trial site stand-down costs and regulatory delay

penalties.
2. Milestone-Gated Advance Prepayments

Tier-1 CDMOs increasingly require substantial advance
prepayments to reserve capacity. Procurement teams must
ensure these prepayments are tied to verifiable technical

milestones rather than simple calendar dates.

e Milestone Structure: Structure payments across defined

checkpoints:

1. 20% upon SOW execution and raw material

reservation;

2. 30% upon verified raw material incoming QC and

batch record approval,



3. 30% upon synthesis completion and crude analytical
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4. 20% upon final Certificate of Analysis (CoA) sign-off
and product delivery.

3. Transparent Step-In and Audit Rights

When a CDMO experiences equipment commissioning or
process validation delays, sponsors are often kept in the dark

until delivery deadlines pass.

Contracts must grant sponsors real-time access to batch
production records, in-line process analytical technology (PAT)
trends, and unannounced audit rights if a batch schedule slips

by more than 10 business days.
4. Force Majeure and Commercial Carve-Outs

CDMO legal teams frequently attempt to expand Force Majeure
definitions to cover raw material shortages, utility allocation

failures, or internal facility bottlenecks.

Procurement contracts must explicitly state that supply chain
friction resulting from commercial GLP-1 program prioritization
or internal capacity allocation choices shall not constitute a
Force Majeure event, preserving the sponsor's right to seek

damages for breach of contract.
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Tier-1 Scale with Agile Custom Capacity

To fully hedge against CDMO capacity preemption, leading
biopharma procurement organizations employ a biopharma
peptide dual sourcing strategy. Rather than placing 100% of
their peptide portfolio with a single mega-CDMO, smart
procurement teams divide volume across a primary tier-1

vendor and an agile, high-purity custom synthesis partner.

Key Takeaway: A dual-sourcing model does not mean
duplicating every manufacturing step. It means maintaining a
primary supplier for high-volume commercial scale while
qualifying an agile, highly specialized synthesis partner for
mg-to-kg custom R&D, IND-enabling batches, and fast-

turnaround modifications.

Dual-Sourcing Portfolio Allocation Model

Tier-1 Mega-CDMO (e.g., Bachem)

Late-Stage Phase Ill Production

Commercial Scale-Up (>100 kg)

Standardized Long-Run Synthesis

Agile Custom Synthesis Partner (e.g., MOL Changes)

mg-to-kg R&D & SAR Screening Batches



IND-Enabling & Preclinical Supplies
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Complex Modifications (300+ Functional Groups)

Fast-Turnaround Secondary Supply Backup
Implementing the Primary-Secondary CDMO Model

1. Allocate Volume by Developmental Maturity: Utilize
tier-1 mega-CDMOs for late-stage Phase Ill and
commercial-scale manufacturing where massive reactor
suites provide unit-cost economics. Simultaneously, route
early-stage SAR screening, IND-enabling campaigns, and
specialized sequence modifications to flexible custom

platforms.

2. Leverage Specialized Capabilities: Partner with agile
organizations that maintain Class 100 ultra-sterile
cleanroom environments, specialized solid-phase and
microbial fermentation synthesis, and extensive functional
group modification portfolios (300+ functional groups).
This ensures that complex sequence chemistry receives
dedicated analytical and synthetic attention rather than

being deprioritized behind commercial blockbusters.

3. Establish Analytical Comparability Protocols: To enable
seamless batch transfer between primary and secondary
suppliers, establish standardized analytical quality criteria

upfront. Demand complete transparency, including raw
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RP-HPLC and LC-MS analytical documentation standards,

hitps://molepragéssB@ctrum deconvolutions, counterion conversion 729¢ ©f
verification (e.g., trifluoroacetate [TFA] exchange to acetate

or hydrochloride salts), and endotoxin/sterility testing.

By establishing a qualified relationship with an agile partner—

such as MOL Changes' custom peptide synthesis and agile dual-

sourcing_platform—biopharma procurement teams ensure that

lead candidates progress smoothly without being held hostage

by tier-1 CDMO capacity constraints.

Strategic Procurement Checklist:
Derisking Your Peptide Supply Chain

To convert market intelligence into concrete risk mitigation,
procurement teams should complete the following action steps

before finalizing their annual outsourcing budgets:

¢ Audit CDMO Revenue Exposure: Review your primary
CDMO's public financial reports or investor presentations
to assess their revenue concentration in blockbuster

commercial GLP-1 contracts.

e Review Capacity Preemption Language: Inspect active
MSAs for slot preemption rights, rescheduling notice

windows, and delay penalties.
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¢ Incorporate Protective Contract Clauses: Embed non-
hitps//molgraeth3tible capacity reservation clauses, milestone-gatéd® ©f
prepayments, and commercial crowding carve-outs in all

upcoming SOWs.

e Qualify an Agile Dual-Sourcing Partner: Establish a
secondary sourcing relationship with a specialized custom
synthesis platform capable of handling milligram-to-
kilogram scaling, Class 100 cleanroom production, and

complex modifications with fast turnaround times.

o Standardize Quality Documentation Requirements:
Mandate full raw RP-HPLC/LC-MS data packages, explicit
counterion purity limits, and endotoxin/sterility COAs
across all synthesis partners to guarantee lot-to-lot

comparability.

Frequently Asked Questions (FAQ)

What are the main indicators that a CDMO is
experiencing capacity crowding?

Key indicators include expanding quote-to-delivery lead times
(e.g., moving from 8 weeks to 20+ weeks), requests for non-
refundable reservation deposits 12+ months in advance,

increased minimum batch size thresholds, and official financial
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How does heavy CapEx spending at a CDMO affect
pricing for custom R&D batches?

Heavy CapEx increases fixed depreciation and utility costs on
the CDMO's balance sheet. To maintain gross margins while
new facilities are being commissioned, CDMOs often raise setup
fees, increase minimum order values, and enforce stricter
cancellation penalties on smaller custom R&D and preclinical

orders.

Why is dual sourcing critical for non-GLP-1 peptide
programs?

Because top-tier CDMOs prioritize high-volume commercial
GLP-1 campaigns, non-GLP-1 programs face higher risks of
schedule displacement and delayed campaign starts. Qualifying
a secondary, highly agile custom synthesis partner ensures that
early-stage research, IND-enabling studies, and clinical trials

remain on schedule regardless of commercial market pressures.



