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STRUCTURAL PRESSURE #3 <+ FISCAL TRANSPARENCY

THE GLASS KITCHEN VS.
THE MYSTERY INVOICE

Why biopharma CFOs and procurement leaders are rejecting
the $400,000 black-box study setup and 50% change-order creep.

THE PROCUREMENT METAPHOR:

In a world-class open glass kitchen, patrons watch the chef manage
the 700° sear in plain sight—the bill is transparent to the penny.

In clinical trials, sponsors are locked in the dark behind steel doors,
then handed an invoice for $400,000 with mystery line items:

e 'Logic Harmonization: 142 hours ($25,560)'

¢« '"eCRF Environmental Calibration: 68 hours ($12,240)'

Setup Budget Consumed by Change Orders
30% — 50% nerssrn g
Average 3.2 formal amendments before First Patient In (Tufts CSDD)

SWIPE TO EXAMINE THE FISCAL CRISIS -

SOURCE //  Tufts Center for the Study of Drug Development (CSDD) & McKinsey Life Sciences
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EXHIBIT 01: THE COST PARADOX

THE $400,000 BLACK BOX

Where Does $400,000 in Setup Fees Go?

Setting up a Phase II/11I clinical database now costs $380,000 to $450,000
in direct data management fees alone (Tufts CSDD).

Yet over 70% of those billable hours are spent on mechanical clerical tasks:

copy-pasting visit labels, typing lab ranges, and wiring edit checks by hand.
Sponsors pay tier-1 engineering rates for 18th-century manual transcription.

MANUAL FORM-BUILDING
$90,000 - $125,000
500+ Billable Hours — Hand-typing 400+ variables into Rave/Veeva.

USER ACCEPTANCE (UAT) $85.000 - $120,000

6-8 Weeks Redundancy — Simulating mock patients to catch human typos.

TIME & MATERIALS CREEP $140,000 - $185,000
Opaque Billing Codes — Disputed line items and coordination overhead.

SOURCE // Tufts CSDD eClinical Landscape Study & Database Setup Cost Benchmarks
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EXHIBIT 02: CONTRACT FRICTION

THE CHANGE-ORDER EPIDEMIC

The 'Bid Low, Amend High' Reality:

In competitive RFP defenses, CROs bid aggressive fixed rates tied to rigid
scope constraints (e.g. max 30 forms, zero complex cycle templates).

The moment a protocol clarification arrives—such as adding two biomarker

draws or modifying liver enzyme exclusion criteria—the Change-Order
Engine activates, adding $45,000+ and 4 to 6 weeks of clinical delay.

3.2 AMENDMENTS Average amendments per trial setup

+$150, 000 added cost

6 WEEKS DELAY Average clinical kickoff slip

$630M patent burn risk

65% OF CFOs Cite CRO change orders as #1 variance

Deloitte Life Sciences

SOURCE // Tufts CSDD Protocol Amendment Costs & Deloitte CFO Governance Benchmarks
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EXHIBIT 03: PROCUREMENT MANDATE

THE CFO REVOLT

McKinsey Life Sciences Procurement Findings:

Over 70% of top biopharmaceutical sponsors now enforce transparent,
milestone-driven procurement models with line-item auditability.

Finance leadership is rejecting ambiguous 'Timecodes of Obfuscation'
and demanding deterministic proof of lineage for every dollar spent.

e N
€ THE OPAQUE BACKROOM @& THE GLASS KITCHEN
* Loose Time & Materials * Guaranteed Milestone Pricing
» 500+ manual clock hours * < 24-hour deterministic compile
* 30-50% change-order creep « Zero change-order creep
 15-minute billing increments « Immutable build manifests
« Disputed invoice audits « 100% character-level lineage
* 16-week delivery delays * Flat appliance economics
N\ J

SOURCE // McKinsey & Company Life Sciences Outsourcing & Procurement Benchmarks
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EXHIBIT 04: THE COMPILER REVOLUTION

THE GLASS KITCHEN IN ACTION

Compiling Certainty on Dedicated Silicon:

Instead of billing for clerical transcription friction across months,

G-Flow compiles protocols directly into production Rave ALS and

CDISC ODM schemas in under 24 hours on dedicated Dell Blackwell appliances.
Sponsors inspect the immutable build manifest in radical, open daylight.

100% CHARACTER LINEAGE

Every form and edit check links to exact charinterval PDF coordinates.

FLAT APPLIANCE LEASE
Dell Pro Max GB10 Tiger tier at $50k/mo. Zero per-token cloud taxes.

< 24-HOUR TURNAROUND

Protocols compile into production Rave ALS & CDISC ODM in an afternoon.

85%+ GROSS MARGINS

Deliver a guaranteed $90k database build with zero change-order disputes.

SOURCE // Executive Technical Brief: Sovereign Compilation & Fiscal Governance | VonCasper Solutions
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EXECUTIVE ACTION PLAN <+ ACADEMIC BIBLIOGRAPHY

STEP INTO THE GLASS KITCHEN

PEER-REVIEWED SOURCES & EMPIRICAL CITATIONS:

1. McKinsey & Company — 'The Next Normal in Clinical Development Outsourcing &
Cost Optimization: Mandating Line-Item Milestone Transparency' (2025/2026).

2. Tufts Center for the Study of Drug Development (CSDD) — 'Clinical Database
Build Costs, Cycle Times, and the Impact of Early Amendment Change Orders.'

3. Deloitte Life Sciences — 'Clinical Trial Procurement, Governance, and CFO
Budget Variance Benchmarks: Mitigating Start-Up Scope Creep.'

4. U.S. FDA 21 CFR Part 11.10 — 'Predicate Rule Grounding, Character-Level Lineage
and Automated Audit Trails for Electronic Study Records.'

Action Plan for CRO Owners & Biopharma CFOs:

1. Eliminate Mystery Hours: Replace Time & Materials typing with guaranteed milestone pricing.
2. Deploy Dedicated Silicon: Cap processing costs with flat on-premise Dell Blackwell appliances.

3. Audit Study Friction: Benchmark your team's setup latency and change-order risk in 60s.

TAKE THE 60-SECOND AUDIT AT VONCASPER.COM/CRO-TRANSPARENCY -

SOURCE // VonCasper Solutions | Sovereign Life Sciences Systems Architecture
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