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Comparative Study on the Definitions of "Home Medical Device” in
Korea and in the Global Market
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ABSTRACT

There is an increasing trend of medical devices and products moving out of hospitals and clinics
into community and residual homes for use by the general public due to both the technological
developments and demographic changes resulted from the increased life expectancy and decreased
birth rate. In Korea, however, the definition of "home medical device” is rather ambiguous and we
thus compared the definition of the term used in the global market with that in Korea. FDA
definition of "home medical device” includes the devices intended for use in both professional
healthcare facilities and home. The KFDA, does not provide the definition for the "home medical
device”and the definition has only been inferred from the results of consumer surveys. With a
paradigm shift in advent of u-healthcare era, the definition of "home medical device” in Korea should

include the medical devices that could be used both at hospitals and at home.

Keyword : Home Medical Device, Global Market, FDA
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healthcare facility) [3]. o] A& 7= A&
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g gt} (This includes devices intended for use in
both professional healthcare facilities and homes).
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Bi-level Devices/Respiratory Assist Devices (&8 H.Z7])

* Breast Prostheses (%1%

+ Cervical Traction (35 79 &)

» Commodes (W7]H-&2#})

» Compression Stockings (43 ~E}7)

e Positive Airway Pressure Devices (CPAPs and Bi-Level Devices for Obstructive
Sleep Apnea) (5% F3&

o) & 7]7] + Diabetic Supplies (&3

)
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» Hospital Beds (&8 0))

« Lymphedema Pumps (AFA]ter<=317])

« Mobility Products: Canes, Walkers, Wheelchairs and Scooters .3 B Z &% (X
o], Bel7] FAoje} ~FH)
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« Orthopedic Shoes (83
» Ostomy Supplies (2153
* Oxygen (958 At4)

+ Parenteral and enteral therapy (M7 A4 A &)

vl 78 + Patient Lifts (3t} ©]%7)
BERE + Seat Lift Mechanisms (F4]¢]7])

e Support Surfaces (AHA|¥H3F &)
e TENS Units (217 #A=7])

e Therapeutic Shoes (X &8 4l
» Urological Supplies (1] 7] %}-83%)
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- Continuous Positive Airway Pressure Equipment (X% 4338 #A])
Home Respiratory Therapy - Home Oxygen Delivery Products UF8& 2t& Ag #x)
Equipment (7}3 & 33&7) - Nebulizers & Accessories (F%7]19} $-43)
X 7717]) - Medical Ventilators & Accessories (213 Z&7]¢ H4£3E)
- Medical Humidifiers (2|5 & 7F57])
Home Dialysis Equipment (7}48-& - Peritoneal Dialysis Products (212 $#27])
ol =2]7]) - Hemodialysis Products (8 F4}7])
.. . - IV Admini i Sets (A= = AE
Home IV Administration Products dmlnlStT at;onﬂ@ﬂe s (Buil Fe A=)
(719 AW LX) + IV Pumps (4™ H2)
e el e - IV Accessories (8 FA} F-&3F)
- Physical Therapy Equipment (Z8 X8 #X])
- Negative Pressure Wound Therapy Devices (&% A4 X5 7]7])
Other Home Therapeutic Equipment | - Braces & Related Products (X|o} w4 7|9} #&# &3F)
(71E} 71AE 27 7)7)) - Enteral Feeding Products (3% 9% 33X
- Automated External Defibrillators (& ¢ #| A% 7])
- Muscle & Nerve Stimulators (2% 2 2174 R=7))
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Conventional Monitors
(71€ A FAIGA])

- Blood Glucose Monitors (Z2%4))

- Blood Pressure Monitors (& <HA)

- Holter Monitors (ZFE A% A)

- Peak Flow Meters (Hdl 371% £47])
- Apnea Monitors (+&8& EUH)

- Heart Rate Monitors (48} =

A7)

- Baby Monitors (o} ®U¥E)
- Electronic Thermometers (A} #]-2A])
- Coagulation Monitors (2 &3 =A47])

Telemedicine Patient Monitoring

Systems(¢ 4 2} ZUE Y A=)

- Remote Patient Monitoring Systems (€72
- Real-Time Telemedicine Systems (& A] 7}
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Mobility Assist Equipment
(o] 5 HZ7]7])

- Wheelchairs (&#]¢])
- Mobility Scooters (°]%5 2F¥)
- Walking Assist Devices (1.8 ® % 7]7])

Medical Furniture (&J&7})

- Lift Chairs (719 Bz9#})

- Medical Beds (928 )

- Stair Lifts (A& 57%47])

- Medical Furniture Accessories (8]& 7} H43%)
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Bathroom Safety Equipment
(S48 FxAdH])

- Bars, Grips, & Rails (=%o]¢} W7h)

- Shower Chairs (&£ <]#})

- Elevated Toilet Seats (¥°] =4 W7] AE)
- Commodes (F7] A& <A
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- FolE A=/ (portable EKG/pulse meters)
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AN A2B A (liquid oxygen tanks)
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- Bi-level Devices/Respiratory Assist Devices (& H%7])

- Breast Prostheses (2151

- Cervical Traction (35 A &)

- Commodes ($17]782]})

- Compression Stockings (§tqF ~€-)

- Positive Airway Pressure Devices (CPAPs and Bi-Level

Devices for Obstructive Sleep Apnea) (¥ F35&% 3kA=

i g % Bt FA)
o - Diabetic Supplies (% ## &%) S " EAT
- Glasses (¢+4)
- Hospital Beds (2] &8 o))
- Lymphedema Pumps (A}A]¢tubs=317])
- Mobility Products: Canes, Walkers, Wheelchairs and - Ao
Scooters B R ZEF (XFo], Ba7], AAoje} ~FE) - o8 ~FH
- Nebulizers (&¢71)
- o8 &%
- Orthopedic Shoes (B3 & A% IR e i
LA
- Ostomy Supplies (&FE #d #)3F) 2];17_“
- Oxygen (958 2ta) o Sj]]_o 7
- Parenteral and enteral therapy (W74 2+ &) ) ;‘;;;Z
Mol | - Patient Lifts (34 ©]$7]) T
B - Seat Lift Mechanisms (24 °]%57]) . -

- Support Surfaces (AWM &)
- TENS Units (X117 #=71)
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