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This e-book is editorial and educational commentary published by the BiomedRx network in July 2026. It summarizes publicly
reported standards and regulatory developments as an aid to health-technology-management professionals; it is not legal,
clinical, or compliance advice, and it does not replace the primary standards, manufacturer service manuals, or the judgment
of a qualified clinical-engineering professional. Regulatory requirements change; always verify against the current edition of
any cited standard. No statement here should be read as a guarantee of accreditation outcome or clinical result.
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Foreword

Equipment does not fail politely. It drifts, it degrades, and it usually chooses the worst possible
moment to remind you that maintenance is not paperwork — it is patient safety. This field guide
exists because independent medical-device field service sits at exactly that intersection, where a
quiet calibration drift or a skipped preventive-maintenance visit can become a clinical event.

Everything in these pages is grounded in the standards and regulatory developments in force as
of July 2026. We have tried to write the book we wish we'd had on our first solo service call:
specific, checklist-driven, and honest about the difference between what the standard requires
and what good practice adds on top.

Read it front to back once, then keep it on the bench. The checklists at the end of each chapter
are meant to be photocopied, argued with, and improved for your own facility.

Chapter 1 — Uptime Is the Product



An independent field-service organization does not sell repairs; it sells uptime. When a scanner
is down, patients wait for diagnosis and treatment, cases reschedule, and revenue stops. Every

decision in this handbook flows from that reframing: the job is to keep clinical equipment
available.

Measure yourself in downtime avoided, not tickets closed.

Field Checklist

m Track downtime, not just ticket volume
m Prioritize by clinical and schedule impact
m Build response time into every service agreement

Chapter 2 — Servicing vs. Remanufacturing
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FDA's finalized 2024 guidance draws a bright and consequential line. Servicing is the repair and
preventive maintenance of a device to return it to its original safety and performance
specifications. Remanufacturing is processing, conditioning, renovating, or otherwise acting on a
finished device in a way that significantly changes its performance or safety specifications — and
that triggers manufacturer-level regulatory obligations.

Knowing which side of the line your work falls on is not academic. It determines your regulatory
posture, and report language attached to the FY2026 appropriations process has asked FDA to
publish how the guidance is actually being implemented, including inspections and enforcement.

Stay demonstrably on the servicing side, and document that you do.

Field Checklist

m Classify every job as servicing or remanufacturing
m Document return-to-original-spec for service work
m Track the FDA implementation-reporting developments

Chapter 3 — The Service-Information Access Problem
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Surveys of medical-repair professionals report that more than 91% have been denied service
information for critical equipment, including imaging systems. Whatever your position in the
right-to-repair debate, the operational reality is that access to manuals, keys, and parts is uneven
— and your program has to be built to deliver uptime anyway.

Plan around the access you have, and pursue the access you're entitled to. Don't let a locked
manual become a down scanner.

Field Checklist

m Inventory the service information you can access
m Build relationships for parts and documentation
m Escalate access barriers through proper channels

Chapter 4 — Imaging Uptime in Practice



Imaging is where downtime hurts most and fastest. CT, X-ray, ultrasound, and nuclear-medicine
systems are schedule-critical and expensive to leave idle. The responsive FSO wins here by
having a parts strategy, loaner logistics, and QA competence that turn a multi-day OEM wait into
an hours-long recovery.

The loaner tube sourced on a Friday that holds Monday's schedule is the entire value
proposition, made concrete.

Field Checklist

m Maintain a parts and loaner strategy for imaging
m Build QA competence to return systems to service
m Pre-plan logistics for schedule-critical failures

Chapter 5 — Quality, Calibration, and Proof of Spec



Returning a device to service means proving it meets specification, not merely that it powers on.
QA testing, calibration to standard, and documented results are what separate servicing from
guesswork — and what protect both the patient and the FSO.

Every return-to-service should carry the data that proves it.

Field Checklist

m Perform and document QA before return to service
m Calibrate to the applicable standard
m Retain proof-of-spec records

Chapter 6 — The Economics of Responsiveness
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Responsiveness is a business model, not a favor. Faster recovery justifies premium agreements,
builds referral relationships, and compounds into reputation. The math is straightforward: the
value of avoided downtime to the facility is large, and a share of that value is the FSQO's margin.
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Price the uptime you deliver, and the responsiveness pays for itself.

Field Checklist

m Quantify downtime cost for each client
m Structure agreements around response guarantees
m Reinvest margin into parts and coverage

Chapter 7 — Building a Durable FSO
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A durable field-service organization is coverage, competence, parts, and documentation.
Coverage means someone answers; competence means they can fix it; parts means they have
what it needs; and documentation means you can prove you did it right. Miss any one and uptime
suffers.

Build all four deliberately. The market rewards the FSO that is boringly reliable.

Field Checklist

m Guarantee coverage and response

m Invest in technician competence

m Hold strategic parts inventory

m Document to servicing and QA standards

Conclusion: The Discipline of Boring Excellence

The best maintenance programs are boring. Nothing dramatic happens because the dramatic
things were prevented three visits ago. The daily check that catches a 10 dB shift, the trend line
that flags a tired membrane before it fails, the PM sticker that is current when the surveyor walks
in — none of these make headlines, and that is precisely the point.

Regulators in 2026 are converging on the same message from different directions: show us the
outcome, not just the binder. Joint Commission's consolidated Physical Environment chapter,
CMS's  continued  scrutiny of the Conditions for Coverage, and FDA's
servicing-versus-remanufacturing line all reward programs that can demonstrate — with data and
disciplined records — that equipment is safe and ready.



Build the boring machine. Document relentlessly. Trend before you fail. That is the whole job,
and done well, it is a genuine competitive advantage.
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