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Managing Mid-Trial System
Changes

WHITE PAPER . . .
Keeping Data Integrity Intact When a Trial

Cannot Simply Pause for a Platform Change

Abstract

Eighty percent of clinical trials do not finish on time, and average trial duration has continued to lengthen even
as the industry has invested heavily in new technology meant to speed studies up. Part of the reason sits in an
uncomfortable structural fact: an active trial's technology stack rarely gets to hold still for the study's full
duration. A vendor is acquired or sunsets a platform, a legacy EDC system reaches the end of its supportable
life, a CTMS upgrade can no longer be deferred, and the sponsor faces a mid-trial system change with patients
still actively enrolled and data still actively flowing. Unlike a system replacement planned between studies, a
mid-trial change has to preserve data integrity and traceability for records that already exist while continuing
to capture new ones without interruption, a genuinely harder problem than a clean-slate migration. Sponsors
who have executed this well report measurable results: one documented migration of fourteen active studies
mid-trial, covering more than seventeen hundred patients and over one hundred fifty thousand forms,
completed with a maximum downtime of three days and no dropped data points. This white paper applies
established system validation and change-management best practices to mid-trial system changes specifically,
laying out what separates that kind of outcome from the alternative.
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A Trial's Technology Stack Rarely Holds Still

Clinical trials are taking longer, not shorter, despite years of technology investment aimed at the opposite
outcome. Average Phase lll trial duration grew from roughly 41 to 44 months and Phase Il from 37 to 41 months
over a recent multi-year comparison window, and eighty percent of trials still fail to finish on their original timeline.i
A trial's technology stack sitting frozen and unchanged for that entire duration is increasingly the exception rather
than the rule.

Protocol amendments are one driver, now required in 76% of trials, up from 57% just under a decade earlier, with
average implementation taking roughly 260 days and direct costs per amendment running well into six figures.i But
amendments are not the only force pushing sponsors toward mid-trial system change. A legacy EDC system
reaching end of vendor support, a CTMS platform acquired and consolidated into a different product line, or a
sponsor's own enterprise technology strategy shifting mid-portfolio can all force a system change on a trial that is
actively enrolling, with real patients and real data already in the system being replaced.

Why a Mid-Trial Migration Is a Genuinely Harder Problem

A system migration planned for the gap between two studies is a demanding project, but it starts from a clean
slate. A mid-trial migration does not have that luxury. It has to preserve full data integrity and traceability for every
record already captured, audit trails, timestamps, query history, electronic signatures, while continuing to capture
new data without a gap a patient's ongoing participation cannot tolerate.

That combination is exactly why the industry increasingly treats mid-trial system changes as their own distinct
discipline rather than a smaller version of a standard migration. Vendor consolidation adds to the pressure: when a
CRO or clinical technology vendor is acquired, sites and sponsors can find themselves facing an unplanned system
transition on a timeline set by the acquisition rather than by study needs. The evidence that this can be managed
well is real and documented. One vendor-reported migration moved fourteen active studies, covering more than
seventeen hundred patients and over one hundred fifty thousand captured forms, to a new EDC system with a
maximum downtime of three days and no data points lost in the process, a concrete demonstration that a well-
executed mid-trial change does not have to mean either extended downtime or data integrity compromise.

Applying Best Practices: A Migration Discipline Built for an Active Trial

A foundational best practice in system validation, understanding what a system actually needs to prove before,
during, and after a transition, applies directly to mid-trial system change. The standard is not simply that the new
system works. It is that every record's integrity and traceability survives the transition intact, and that ongoing data
capture never has a gap wide enough to affect patient safety or data quality.

1. A Formal Data Mapping and Traceability Plan Before Migration Begins. Document exactly how every field,
audit trail entry, and signature in the legacy system maps to its counterpart in the new one, verified before a
single record moves, rather than discovered through reconciliation after the fact.

2. A Defined Downtime Budget Communicated to Every Site in Advance. Set an explicit maximum downtime
window the migration is designed against, and give sites clear guidance for continuing data capture during
that window, rather than leaving them to discover the gap in real time.
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Parallel Validation Before Legacy System Retirement. Run the new system alongside the legacy system for a
defined verification period before fully retiring the old platform, confirming data parity before the legacy
system becomes inaccessible.

4. A Change Control Package Scoped for Regulatory Scrutiny. Build the migration's documentation, data

mapping, validation evidence, and traceability confirmation as a package ready for inspection, since a mid-trial
system change is exactly the kind of event an inspection may examine closely.

None of this eliminates the genuine difficulty of changing a system while a trial is actively running. It gives that
difficulty a defined structure to work through, rather than leaving each mid-trial migration to be improvised under

whatever pressure forced it in the first place.

What a Disciplined Migration Buys, and Where It Gets Hard

Advantages

Preserved data integrity across the full record history: formal data mapping and traceability verification
protect the legal and scientific validity of data captured before the migration as well as after it.

Minimized disruption to active data capture: a defined downtime budget and clear site guidance limit the
window in which ongoing patient data collection is at risk.

A defensible inspection record for the migration itself: documentation built as a change control package
gives a direct, evidence-based answer if a regulator later examines the transition.

Reduced dependency on a single vendor's continued viability: an organization with a real mid-trial migration
discipline is less exposed when a vendor sunset or acquisition forces an unplanned transition.

Risks and Barriers

Data mapping complexity scales with how customized the legacy system has become: a heavily customized
legacy EDC or CTMS build can make field-by-field mapping a substantially larger effort than a standard
configuration would require.

Parallel validation requires real operational capacity: running two systems simultaneously for a verification
period demands staff time and coordination a lean study team may not have readily available.

Site-level readiness varies widely: sites differ in their technology sophistication and available staff time, and a
migration plan built around an average site can underestimate the support some sites genuinely need.

Vendor-forced timelines do not always accommodate ideal migration discipline: an acquisition-driven sunset
date set by someone else's business decision can compress the available migration window below what a fully
deliberate process would prefer.

Case in Point: The EDC Sunset Nobody Chose the Timing For

A mid-size sponsor running three concurrent Phase Il and lll trials on the same legacy EDC platform received notice
that the vendor had been acquired and would sunset the platform within twelve months, well before any of the

three trials was scheduled to complete. The sponsor had not planned for a mid-trial system change on any of the

three studies and faced a forced migration timeline it had not chosen.

A
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Rather than treating all three trials identically, the sponsor's clinical data management team built a data mapping
and traceability plan specific to each study's actual configuration, prioritizing the trial closest to database lock for
the earliest migration slot to minimize the number of active data capture cycles disrupted. Each migration ran a
two-week parallel validation period against the legacy system before cutover, with sites given explicit written
guidance on a defined 48-hour downtime window and an interim paper-based data capture process for that
window specifically.

All three migrations completed within the vendor's sunset deadline, with the parallel validation period catching and
resolving a handful of field-mapping discrepancies before any of them reached the production system. The
sponsor's quality team later noted the documented traceability package as directly useful when an unrelated
routine sponsor audit asked how the organization had managed the transition, turning what began as an
unplanned vendor-driven disruption into a documented, defensible process.

Recommendations for Clinical Data, IT, and Quality Leaders

1. Build a mid-trial system change playbook before you need one. so a vendor sunset or acquisition-driven
timeline does not force the entire migration process to be designed from scratch under deadline pressure.

2. Require formal field-by-field data mapping and traceability verification for every migration. regardless of
how routine the underlying system change may initially appear.

3. Set an explicit downtime budget and communicate it to every site well in advance. rather than leaving sites
to discover a data capture gap without warning or guidance.

4. Run parallel validation before retiring any legacy system. confirming data parity while the old platform is still
accessible as a fallback.

5. Document the full migration as a change control package built for inspection. treating it with the same
regulatory rigor as any other GxP system change.

6. Track vendor stability and consolidation risk as an ongoing input to technology planning. so a forced mid-
trial migration is a contingency the organization has prepared for, not a surprise it discovers only when the
sunset notice arrives.

Measuring Success: KPIs for Mid-Trial System Migrations

+ Data parity discrepancy rate: the number of field-mapping or record-level discrepancies caught during
parallel validation, tracked as a direct measure of migration quality before cutover.

» Actual downtime against the planned budget: tracked per migration to confirm whether the disruption sites
and patients experienced matched what was communicated in advance.

« Migration documentation completeness at cutover: the percentage of the change control package, mapping,
validation evidence, traceability confirmation, complete before the legacy system is retired.

« Post-migration data quality trend: query rates and data entry error rates in the weeks following cutover,
tracked to confirm the new system is performing as well as or better than the one it replaced.
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Conclusion

A trial's technology stack does not get to freeze for the study's full duration just because a migration mid-study is
inconvenient. Vendors get acquired, platforms get sunset, and protocol amendments keep arriving at a rate that
has only grown. The question is not whether a sponsor will eventually face a mid-trial system change. It is whether
that change happens through a disciplined process or an improvised one.

Applying disciplined best practices to mid-trial system changes specifically, formal data mapping and traceability, a
defined downtime budget, parallel validation before retirement, and inspection-ready documentation, gives
sponsors a real answer to a scenario the industry's own timeline and vendor-consolidation trends make
increasingly likely to arrive.

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 clinical data, IT, and quality leaders facing a system change on an active trial, OmniTek applies proven best
practices to build a practical mid-trial migration discipline: formal data mapping, a defined downtime budget,
parallel validation, and inspection-ready documentation. Whether you are planning ahead for an anticipated
platform change or responding to an unplanned vendor sunset, OmniTek can help you keep data integrity intact
while the trial keeps running.

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

McLean, VA | Serving
clients nationwide

P24 info@omnitekconsulting.com & omnitekconsulting.com

Click here to book a 15-minute call to see how OmniTek can help your team put these insights into practice.

Endnotes

i McKinsey & Company clinical trial duration analysis, cited via OpenClinica, on trial length trends and on-time completion
rates, available at https://www.openclinica.com/blog/mid-study-data-migrations-the-antidote-to-longer-clinical-trials/

ii Tufts Center for the Study of Drug Development, protocol amendment benchmarking research, cited via Precision for
Medicine, on amendment frequency growth, implementation timelines, and direct costs per amendment, available at
https://www.precisionformedicine.com/blog/the-amendment-trap-why-76-of-clinical-trials-face-six-figure-protocol-changes

“"«?‘ info@omnitekconsulting.com | omnitekconsulting.com 5


https://meetings-na2.hubspot.com/spencer-anderson?uuid=56440d5e-fc53-4256-9b56-499e2a9e01f5
https://www.openclinica.com/blog/mid-study-data-migrations-the-antidote-to-longer-clinical-trials/
https://www.precisionformedicine.com/blog/the-amendment-trap-why-76-of-clinical-trials-face-six-figure-protocol-changes

