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Abstract

FDA warning letters rose 50% in fiscal year 2025, with data integrity and computerized system control among
the most frequently cited themes, and the Global Quality Outlook 2026 reports that 58% of companies still lag
in quality digitalization. Underneath those numbers sits a specific, underappreciated pattern: validation
budgets and attention concentrate heavily on the project phase of a system cutover, the qualification testing
before go-live, while most of the actual compliance risk lives in the operational phase that follows, long after
the project team has moved on and validation is assumed to be settled. Post-go-live configuration drift,
gradual, uncontrolled changes that separate a production system from its validated baseline through vendor
patches, direct production edits, and unassessed integration changes, is the primary risk auditors actually find,
not the cutover event itself. This white paper applies established system-consolidation and change-
management best practices to validation risk during cutover, laying out how organizations can minimize the
compliance exposure window when switching a regulated system live, and keep it minimized well after the go-
live celebration is over.
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Where Validation Risk Actually Concentrates

Most organizations plan a system cutover around a clear before-and-after: qualification testing, 1Q, OQ, PQ,
completed and documented, followed by a go-live date after which the system is considered validated and the
project effectively closed. That framing puts nearly all the validation attention and budget into the weeks before
cutover.

The reality does not match that framing. The operational phase after go-live, not the cutover event itself, is where
most audit findings actually originate. Configuration drift accumulates gradually: automatic vendor patches applied
without a formal GxP impact assessment, configuration changes made directly in production outside change
control, business process shifts deployed before the validation team has reviewed them, and integration or
middleware endpoint changes nobody assessed for downstream effect.i Each of these individually seems minor.
Cumulatively, they separate a production system from its validated baseline in ways that are invisible until an
inspection specifically looks for them.

The numbers reflect the consequence of that misplaced attention. FDA warning letters rose 50% in fiscal year 2025,
with data integrity and computerized system control among the themes most frequently cited, and the Global
Quality Outlook 2026 finds that 58% of companies still lag in quality digitalization, with 40% struggling to make
data-driven decisions about quality at all.i

Why Modern ERP and Platform Cutovers Carry Extra Exposure

For commercial ERP platforms specifically, SAP, Oracle, and similar systems, GAMP 5 classifies them as Category 4
configured software: the vendor provides qualified evidence for the base platform, but the organization remains
fully responsible for validating every GxP-critical configuration built on top of it. Batch management, electronic
batch records, quality management workflows, electronic signatures and audit trails, warehouse quarantine zones,
and serialization and track-and-trace functionality all fall inside that organizational validation responsibility.

Within the qualification process itself, the operational qualification phase carries the heaviest testing burden,
exercising GxP-critical workflows end to end rather than isolated screens, and performance qualification is
frequently the most underspecified phase of the three, often lacking realistic concurrent-user load testing and full
system integration handshake verification. Underinvesting in either phase does not just risk a failed cutover. It risks
a technically successful go-live that has quietly validated less than the organization believes it has.

Applying Best Practices: Managing the Full Cutover Risk Window

A foundational best practice in system consolidation and change management, understanding what a system
actually needs to prove before, during, and after a transition, applies directly to closing the gap between where
validation attention concentrates and where validation risk actually lives.

1. Operational-Phase Change Control From Day One of Go-Live. Establish formal change control for the
production system starting the moment it goes live, not after a grace period, so configuration drift never has
an unmonitored window to begin accumulating.
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2. A Post-Go-Live Periodic Review Cadence. Schedule regular, defined reviews of the production system's

configuration against its validated baseline, catching drift before it compounds into something an inspection
discovers first.

. Vendor Patch Impact Assessment as a Standing Process. Require a formal GxP impact assessment for every

vendor patch before it applies to production, rather than allowing automatic updates to alter validated
functionality unreviewed.

. Risk-Based Validation Aligned With Current Regulatory Expectations. Apply critical thinking and targeted

testing to genuinely high-risk functionality, consistent with FDA's finalized Computer Software Assurance
guidance and the direction of the draft EU GMP Annex 11 revision, rather than defaulting to exhaustive
documentation that dilutes attention away from the risks that matter most.

None of this requires treating every cutover as a multi-year undertaking. It requires recognizing that the

compliance exposure window does not close at go-live. It continues through the entire operational life of the
system, and needs a governance structure built to match that reality rather than one that assumes validation ends

once the project team disbands.

What Full-Window Validation Buys, and Where It Gets Hard

Advantages

Drift caught before an inspection finds it: periodic review against the validated baseline surfaces
configuration changes while they are still easy to explain and correct.

A defensible answer to the question that matters most: when an inspector asks whether the system still
matches its validated state, operational-phase change control provides a documented answer rather than an
assumption.

Validation effort aligned with actual risk: critical thinking and targeted testing, consistent with current CSA
guidance, focus scarce validation resources on genuinely high-risk functionality rather than exhaustive but
shallow coverage.

Reduced likelihood of a repeat finding: addressing operational-phase drift directly targets the same
computerized system control theme driving a meaningful share of recent warning letters.

Risks and Barriers

Operational-phase governance requires ongoing budget, not just project funding: organizations that fund
validation as a one-time project cost often lack a mechanism to fund the periodic review and change control
that follows.

Vendor patch cycles do not wait for internal review readiness: building a genuine impact assessment process
into vendor update cycles requires coordination that is easy to under-resource.

Business teams push for speed after go-live: the pressure to deploy process changes quickly can conflict with
the discipline of routing them through validation review first.

Risk-based validation requires genuine judgment, not just a lighter checklist: applying critical thinking well
takes more expertise than following an exhaustive test-everything script, even though it produces a better
outcome.
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Case in Point: The Integration Change Nobody Flagged

A mid-size manufacturer completed a well-executed ERP cutover, with qualification testing thorough enough that
the go-live itself proceeded without incident. Eighteen months later, a routine internal audit ahead of an
anticipated inspection reviewed the system's current configuration against its original validated baseline as a
precautionary exercise.

The audit found that a middleware integration connecting the ERP system to a downstream warehouse
management system had been modified twice since go-live, once to accommodate a new distribution partner's
data format and once during a routine vendor-side update to the middleware platform itself. Neither change had
gone through the organization's formal change control process, because both had been treated as IT maintenance
rather than as changes to a validated GxP integration point. Neither change had actually broken anything
operationally, which was precisely why nobody had flagged it as a compliance issue at the time.

The organization's remediation involved retroactively assessing and documenting both integration changes, a
process that took several weeks and required reconstructing decision context from people who did not initially
realize the changes carried validation significance. The company's broader fix was establishing a standing rule that
any change touching a system in the validated inventory, regardless of which team initiated it or how routine it
seemed, required a formal GxP impact assessment before implementation, not after.

Recommendations for Quality and IT Leaders

1. Establish operational-phase change control starting at go-live. rather than treating the weeks immediately
after cutover as an informal grace period.

2. Schedule periodic reviews against the validated baseline as a standing calendar item. not a reactive exercise
triggered only by an upcoming inspection.

3. Require formal GxP impact assessment for every vendor patch before production deployment. regardless of
how routine the update appears to be.

4. Apply risk-based, targeted validation consistent with current FDA and EU guidance direction. focusing
rigorous testing on genuinely high-risk functionality rather than uniform exhaustive documentation.

5. Treat integration and middleware changes as validation-relevant by default. requiring explicit sign-off that a
given change is out of scope rather than assuming routine IT maintenance is automatically exempt.

6. Fund operational-phase governance as an ongoing budget line. not a one-time project cost that quietly
disappears once the cutover is declared complete.

Measuring Success: KPIs for Managing Cutover and Post-Go-Live Validation Risk

« Configuration drift detected per periodic review cycle: the number of undocumented changes found relative
to the validated baseline, tracked toward a declining trend as governance matures.
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« Vendor patch impact assessment completion rate: the percentage of vendor patches formally assessed for
GxP impact before production deployment.

« Change control coverage for integration and middleware modifications: the percentage of integration-layer
changes routed through formal change control versus treated as unreviewed IT maintenance.

« Time from drift detection to remediation: how long it takes to formally document and resolve an identified
deviation from the validated baseline.

Conclusion

A successful cutover event is not the same thing as a system that stays validated. Most of the compliance risk in a
regulated system transition lives in the months and years after go-live, in the accumulated drift of vendor patches,
production edits, and integration changes that nobody formally assessed because the project team's attention, and
often its budget, had already moved on.

Applying disciplined best practices to manage the full cutover risk window, operational-phase change control
starting at go-live, periodic baseline reviews, formal vendor patch assessment, risk-based validation aligned with
where regulators are actually heading, closes the exposure window that a project-phase-only validation approach
leaves wide open.

About OmniTek & Contact Information

OmniTek Consulting is a trusted partner for organizations seeking to enhance governance, operational agility, and
decision-making. We specialize in modernizing business processes with a blend of human-centered design,
technology expertise, and hands-on change management.

For quality and IT leaders managing a regulated system cutover, OmniTek applies proven best practices to cover
the full validation risk window: operational-phase change control from day one, periodic baseline reviews, and risk-
based validation aligned with current regulatory direction. Whether you are planning your next system go-live or
auditing the operational-phase governance of one already in production, OmniTek can help you keep the
compliance exposure window closed long after the cutover event itself.

Contact us today to explore how OmniTek can support your transformation journey and drive lasting results.

McLean, VA | Serving
clients nationwide
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Click here to book a 15-minute call to see how OmniTek can help your team put these insights into practice.

Endnotes

i GoValidation, "ERP System Validation in Pharma: The Complete GxP Guide," on GAMP 5 Category 4 classification and post-go-
live configuration drift risk factors, available at https://govalidation.com/blog/erp-system-validation-pharma/
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ii Scilife, "GxP Computer System Validation: The 2026 Guide to CSV Lifecycle, Risk, and What Auditors Expect," citing FDA
warning letter trends, Global Quality Outlook 2026 data, and CSA regulatory guidance direction, available at
https://www.scilife.io/blog/gxp-computer-system-validation-guide
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