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Effective patient care requires timely repair

Q:How often do you experience these servicing restrictions causing a delay in

Repair Restrictions prompt patient care?

Software locks Manufacturer-imposed software locks/passwords Restricted access to diagnostic tools and information
1% 3% % 2%
Inaccessible u

diagnostic and
calibration software

Withheld repair
manuals and

replacement parts , _
@ Experience commonly { Experienced onlyonce or twice

. Experience sometimes, but infrequently Have not experienced

Source: U.S. Public Interest Research Group (2026) IEEE*IJSA




Manufacturers dictate repair costs

Imaging Modality Upfront Cost Manufacturer 3rd Party Hospital
Servicing Servicing Servicing
Magnetic
Resonance Imaging S1M - $3M $250,000 / yr | $130,000 / yr $70,000 / yr
(MRI) Machine
Computed
Tomography (CT) | $150K - $300K $30,000 / yr $15,000 / yr $8,000 / yr
Machine
X-Ray Machine S100K - S200K $20,000 / yr $10,000 / yr $6,000 / yr

Sources: Block Imaging (2026), Diasurge Medical (2025),

IMV Diagnostic Imaging Equipment Industry Report (2023)
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What is the “Right to Repair”?

“Right to Repair” Movement —
® Provide consumers and independent
servicers the ability to repair their products

Pro-Repair Organizations: Expand repair access
decreases consumer costs
e U.S. Public Interest Research Group, iFixIt
® Device Servicing Alliance

Medical Device Opposition: Repair access

-,

[l Proposed / In Progress [l Law Passed & Currently Proposed [l Law Passed Active Before 2026

threatens safety & IP protections
Source: The Repair Association (2026) ® Trade Associations (Manufacturers)
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Who are the regulators?

Food & Drug Administration (FDA)

Regulate establishments that

manufacture and distribute devices
® Registration and listing
e Mandated Medical Device Reporting

Independent servicers are not subject to

these requirements
® 2018: No evidence of safety risks

Monitor remanufacturing, not servicing

Federal Trade Commission (FTC)

Enforce against repair restrictions

violating consumer protection laws
e Magnuson Moss Warranty Act (1975)
® FTCAct Section5

2021: Found “scant evidence” to justify
OEM repair restrictions
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Recommendation 1: Legislation

Pass legislation to compel manufacturer to provide necessary repair resources on
fair and reasonable terms.

Federal

e Compel access to all diagnostic
tools, repair manuals, and
calibration software

e Strict boundaries to protect
trade secrets from disclosure

e OEM avoid liability for damage
due to independent servicing

State

NC: Proposed repair legislation
for medical imaging and
radiation therapy equipment

Repair Association's Model
Legislation

IEEEXUSA




Recommendation 2: FDA Oversight

HHS Secretary should amend 21 CFR Section 803 to mandate servicers to submit
Medical Device Reports and properly document repairs.

Information Gap Transparency
1. Lack of MDR Accountability Mandatory reporting allows FDA
2. Improper documentation of to firmly evaluate safety

servicing history _ _
Documentation standards build

trust between OEMs and service
entities
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Recommendation 3: FTC Enforcement

The FTC should prioritize FTC Act Section 5 enforcement of Unfair Practices and
revise interpretations of the MMWA anti-tying provision to combat restrictions.

e Clarify ‘tying’ restrictions
e Enforce under Section 5 -
“unfair practice”

Enforcing against OEM restrictions:
® Expands repair resource access
® Opens the repair market
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“Today’s settlement enables
farmers to do what they’ve
done for generations — fix

their own tractors and other

farm equipment.”
N; Lv-;; UNITED STATES

it — Daniel Guarnera, FTC Bureau
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Thank you for listening!

Questions?

Aadhi Narayan
aadhi@udel.edu
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