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May 9, 2022

Chairman Frank Pallone Chairwoman Anna G. Eshoo
House Energy & Commerce Committee Subcommittee on Health

2107 Rayburn HOB 272 Cannon HOB

Ranking Member Cathy McMorris Ranking Member Brett Guthrie
House Energy & Commerce Committee Subcommittee on Health

1035 Longworth HOB 2434 Rayburn HOB

Re: Medical device repair professionals oppose H.R. 7253 and Congressional
changes to definition of medical device remanufacturing

Dear Chair Pallone and Ranking Member McMorris,

The pandemic exposed important flaws in our current medical device repair environment.
Manufacturers restrict access to necessary repair materials like parts, manuals and software
tools to only their branded technicians, reducing competition by effectively locking hospital
clinical engineering departments and independent service organizations (ISOs) from making
many repairs on medical equipment.’ When equipment repair needs increased, these
restrictions caused bottlenecks. In a survey conducted by U.S. PIRG in December 2020, 80% of
biomedical repair technicians reported having equipment that they could not service because of
restrictions to service keys, parts or other repair materials.?

These manufacturer-imposed restrictions on repair make it hard for us—the biomedical repair
technicians, clinical engineers and health technology managers on the frontlines of the fight
against COVID—to treat patients. That is why we support Medical Right to Repair, an effort
included in the Biden Administration’s priorities to spur more competition in the economy.3

As medical device repair professionals working for hospitals, the military and
Independent Service Organizations (ISOs) to deliver timely, effective, and safe
service to medical devices, we oppose H.R. 7253 and Congressional action that
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would change the definition of “remanufacturing” to potentially include activities
that have long been considered as servicing or refurbishing.

H.R.7253 would make the definition of “remanufacturing” overly broad and vague. The
legislation would amend applicable sections of the Federal Food, Drug & Cosmetic Act to
provide that remanufacturing is “any act that could significantly change the performance or
safety specifications or intended use,” including changes to the design of the equipment. Such a
change might well have the practical effect of making every service or repair act, however small,
remanufacturing. It would hardly clarify what is or what is not remanufacturing.

That would require many ISOs and hospital departments to register as manufacturers with the
FDA, despite not conducting actual manufacturing activities, to continue service operations. The
additional regulatory requirements that H.R.7253 would impose on ISOs could seriously strain
their business, at the very least requiring them to increase their prices. The net result would be
further reduced competition in the medical equipment servicing market. We saw how
manufacturers’ anticompetitive practices led to service bottlenecks and delays during the
pandemic. The changes H.R.7253 proposes would make these problems worse to the detriment
of patient safety and the affordability of healthcare.

This bill would also incentivize monopolization of device repair by providing manufacturers with
additional mechanisms to wedge out competition. Many manufacturers do not provide ISOs
with the information and materials needed to determine whether or not an activity will
constitute this definition of remanufacturing. Because H.R.7253 would require the FDA to
inspect, “establishments otherwise believed to be engaged in remanufacturing,” manufacturers
could report hospitals that employ independent servicers—parties that manufacturers might not
provide with necessary service materials—to the FDA.* That gives manufacturers leverage to
further drive out competition.

Importantly, there is no data to show that the changes introduced in H.R.7253 will do anything
to improve patient outcomes. The FDA examined all complaints and allegations from 2009 to
when the report was written in 2018 and found only 28 complaints’>—an exceedingly low
number for a nine-year period.

The FDA has engaged more than 80 equipment service stakeholders since last June to reach an
appropriate solution that does not favor any one party. Passing H.R.7253 would bypass the
FDA’s comprehensive process to the benefit of manufacturers.

Congress should be increasing the competition that will improve hospital choices and patient
safety towards the important goal of driving down healthcare costs—not advancing policy that

* The FDA draft Remanufacturing Guidance has said that the absence of diagnostic information could
cause a servicers’ actions to be deemed to be remanufacturing. It is possible for a manufacturer to decline
to provide service manuals and thereafter to claim that the servicer has engaged in remanufacturer.
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might well result in only manufacturers being able to repair equipment. Congress should allow
the FDA stakeholder engagement process to continue. It is for these reasons that we, the
undersigned medical device repair professionals, ask you to allow the process to run its course
by voting against H.R.7253.

Sincerely,

Alex Peterman, Clinical Engineering Manager, University of Washington Medical Center
Andres Lara, Field Service Manager, RS&A

Ariel Kocourek, VP BD, RS&A

Arvid Hoidahl, Sr. Biomedical Equipment Technician, CommonSpirit Health

Ben Lawless, Field Service Engineer III, RS&A

Bill Barley, Director

Billy Tao, Field Service Engineer, CommonSpirit Health

Brad Motes, Senior Biomedical Technician, UCHealth Greeley Hospital

Brent Doyen, Manager Clinical Engineering, CommonSpirit Health

Bret Grimm, Senior BMET, CommonSpirit Health

Brian Meinhardt, Field Service Engineer, RS&A

Carlos L. Molina, FSE, RS&A

Cass Holland, Lead Tech., Littleton Adventist Hospital

Christopher Hamant, Division Operations Director - Clinical Engineering, CommonSpirit
Health

Craig Raney, Field Service Engineer , RS&A

Curtis Stump, Network Specialist, CSH

Curtis Wheelhouse, Owner, Wheelhouse Imaging

Dale Crakes, Clinical Engineering Manager, Dignity Health

Dale Mattison, Field Service Specialist, CommonSpirit Health

Dan Blaisdell, Supervisor, Biomedical Engineering, ProHealth Care

Dario Rozo, Field Service Engineer I, RS&A

Daryl Knox, Field Service Engineer, RS&A

David G Thorman, IS Specialist, CommonSpirit Health

David McBratney, BMET I11, ISS Solutions

David Perkins, Field Service Engineer, RS&A

Dean Skillicorn, CBET, Manager, Clinical Engineering, Medical Imaging Services, St. Luke’s
Health System, Boise, ID

Derek Holden, BMET II, Ridgeview Medical

Diego Lopez, Field Service Engineer, RS&A

Donald McMillion Jr, Field Service Engineer I, CommonSpirit Health

Dr. Mike O'Rear, PE, Professor, Chattahoochee Technical College

Dr. Robert G Loeb, Anesthesiology Professor, retired, University of Florida

Dustin Keith Telford, Owner and Consultant, Healthcare Technology Strategies, LLC
Edward Meyers, Field Service Specialist III, CommonSpirit St. Rose Dominican Hospitals
Enrique Bernal, Engineer, RS&A

Ethan Green, Biomedical Equipment Technician, Air Force

Evan Eaton, Clinical Engineering Technician, Dominican Hospital



Gilbert Mata, Clinical Engineering Manager, California Hospital Medical Center

Grant Abney, Biomedical equipment tech, United States Air Force

Horace B Hunter, Owner, Inter Tech Medical Equipment S

Jaired Zavatter, Chief, Clinical Engineering 673d Medical Group, U.S. Air Force Medical Service
James A. Curti, Imaging Field Service Tech., Common Spirit Health- Tacoma, WA
Jamie Watson, RSE3, BJC Healthcare

Jason Chaffin, BMET Senior, Common Spirit-Catholic Health Initiative

Jayvan Eberle, Biomedical Equipment Technician, United States Air Force

Jeremy Knighton, Field Service Engineer, RS&A

JJ Dominguez, Field Service Manager, RS&A

John Pritchard, President, Venture Medical Requip

Jon Cloutier, President, RepairMedix Biomedical Services, LLC

Jonathon E Werner, Field Service Manager, RS&A

Jose Banuelos, Electro-Mechanical Equipment Tech II, San Diego State University ENS
Juan Carlos Barbosa, Field Service Engineer I1I, RS&A

Juan Miguel Silva, Biomedical Equipment Technician, CommonSpirit Health

Kevin Davis, Owner/BMET, ERD LLC

Kevin Phone, Medical Equipment Repair Center Section Chief, U. S. Air Force, Joint Base
Elmendorf Richardson Hospital

Kurt Moore, Field Service Technician, CMoore Medical

Kyle Marks, Clinical Engineering Director, Conway Regional Health System

Leonardo D Vici, Biomedical Equipment Technician, 673d Medical Group

Lucas Moss, Unit Director, Crothall HTS

Luigi Salgado, Field Service Engineer, RS&A

Manuel E Solano, Biomedical Engineer, Kaiser Permanente

Margaret "Maggie" Berkey, Senior BMET, Good Samaritan Hospital part of CommonSpirit
Health

Mark A. Walker, Field Service Engineer III, RS&A

Marshall Shannon, Director of Operations, Image Technology Consulting, LL.C

Matt Haley, Sales Director, Medten USA Inc.

Matt Oetker CHTM, CBET, Operations Supervisor, HSS Inc.

Matthew West, Market Director (Houston), Clinical Engineering, CommonSpirit Health
Michael Brown, Lead Biomed, St. Joseph Mt. Sterling Hospital

Michael Johnson, Lead Technician C.E., St. Gabriel's Hospital

Michael Littlejohn, Senior field service engineer, RS&A

Michael Lubliner, Sales Account Manager, MXR Imaging

Michael Nott, Senior biomedical technician, ISS Solutions

Mike Brockhaus , Field Service Representative, Bio-Electronics

Nader Hammoud, Integrated Health Technology Manager, John Muir Health

Osvaldo Tellez, Field Service Engineer, RS&A

Owen Anderson, SR BMET , CommonSpirit Health

P. David Kennedy, Medical Technology Advisor, CommonSpirit Health

Paul C. Monahan, Jr., Directory of Quality, ISS Solutions

Paul Haberkorn, Imaging Engineer III, Trimedx

Paul Kelley, Biomedical Engineering Director, Washington Hospital Health System



Richard Gustman, Lead Repair Operations Manager, Advanced Imaging Group
Richard Lee Chamberlain, National Field Service Specialist, CommonSpirit Health
Richard Tevis, System Director CCE, Trimedx and SSM Health

Robert Branch, Senior Biomedical Technician, St Joseph Hospital, Dignity Health
Robert Lamar, Biomedical Engineering Technician, Wellstar Health System

Ron Deru, General Manager, Northwest Supply

Ronald DuBeau, Field Service Engineer, RS&A

Samantha Bentley, OEM and Regulatory Affairs Specialist, RS&A

Scott Hardy, Clinical Engineer Tech 1, CHI St. Alexius Health

Scott Mazure, Imaging Engineer, TriMedx

Scott Ostrand, Manager II, Clinical Engineering, CommonSpirit Health

Stephen Ellithorpe, Executive Director, Providence

Steve W. Houston, Senior BMET, CHI Clinical Engineering

Tom Miller, Clinical Engineer II, Network Specialist, Dignity Health / CommonSpirit
Trish Payne, OEM & FDA Liaison, Block Imaging Parts & Service

Troy Scott, VP Clinical Engineering, CommonSpirit Health

William G. McSharry, FSS II, CommonSpirit Health

William K. Marks, Clinical Engineering Manager, CommonSpirit Health

William Michael Oldstein, Field Laboratory Specialist, CommonSpirit Health
Willie Andrew Daniel, Senior Service Engineer, RS&A

Zachary Picarello, NCOIC Contingency Maintenance Support, United States Air Force
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