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Ol SERKH|ZH 2 BMI 35—39.9 kg/m?, B2t 3EA:: BMI >40 M2 5{7} M5 HMEALL| APUA Ha 502 QI5H M4E Q27|7|1S
kg/m ), =7t XNRE floh MES ZA7F HQTHH|OE 2, 3HAE =1t 2 Mokl SIxf ARREL = FRIEE2 I 357 AsdYsS
ot 2EXOlA LHAIZ A H|2ER| =7 102{%|0{0F StChal M|t ot x| 2572 MSH2E flot HXZ 27 4 UL

02{8t MSLY MAlE 719M0|1 SOl HEZZ Yoz,
al AL0| MO=( of 22 QX o= H|Ot & > =3 = =
BIRICIAR 0] BSS0| SR Q7IL $2E | Y /B B A=A 95t x|
A CHeto] & 4= QICt. 0]0f| Food and Drug Administration (FDA)
OlM SQIE MSAE XIS & o/ 0I=0M AEEL A= 71715 1. ¢ tHE
= & S0IA AIHSILIA} ST,
Lap-Band= 2228 Sof M2|Z MWE B 9 HEJ} ¢ yes
g0 =2 Ol AX|=1, 0|2t A ZERET BH| IHE 5 A =S
[ — [==
Soff =Sl X M= ZFSHHFigure 177). ¢ HER THliXl=
XIZ27X| FDAL| Center for Devices and Radiological Health Qe S5 7| EOIAS QUG SAl ME S F0|1, 240 A
(CDRH)E &dlf 5QIE MEUES 2ot FR = 1174, MEH2E ¢ Sl AZIE S2|H HE UAS RUSILEL?? QHESE0 BEIS
ot &Xl= 27H0|Ef(Table 1979, 0 & AltHe| S21t 7|9 LT 279, 7E, A 97, 25 S F2 A #H SHS0| Eot
Table 1. FDA approved devices for weight loss and management devices and results from pivotal studies
) ) Total body .
Device name Device type Approval date weight 1653 (06) Relevant complication Cost
Weight loss device
Garren Gastric Bubble*  Gastric balloon system September 17,
1985
LAP-BAND®® Gastric band June 5, 2001 18.0% at 1 year Proximal gastric enlargement, band  USD 8,700—29,000
17.9% at 5 years  erosion or migration, system leaks ~ KRW 1,500,000—2,000,000
REALIZE*' Gastric band September 28, 17.3% at 1 year Proximal gastric enlargement, band
2007 18.7% at 3years  erosion or migration, system leaks
MAESTRO**"! Neuromodulator January 14, 2015 9.2% at 1 year Pain at neuroregulator site, heartburn,
8.0% at 2 years dyspepsia, abdominal pain, dysphagia,
nausea and belching
ReShape Duo**™ Gastric balloon system July 28, 2015 7.6% at 6 months
Orbera Intragastric Gastric balloon system August 5, 2015 10.2% at 6 months Gastrointestinal symptoms, balloon USD 3,000—9,000
Balloon System'® migration, intestinal obstruction, KRW 3,800,000—4,500,000
gastric ulcer, gastric perforation
Obalon Gastric balloon™  Gastric balloon system September 8, 6.6% at 6 months USD 6,000—9,000
2016
AspireAssist**'® Gastric emptying system  June 14, 2016 12.1% at 1 year Skin irritation, infection, electrolyte
abnormalities, nausea and vomiting
TransPyloric Shuttle Gastric balloon system April 16, 2019 9.56% at 1 year Device impaction, gastric ulcer
(BAROnova)**'®
Spatz3"’ Gastric balloon system October 15, 2021  15.0% at 8 months Deflation & migration with bowel  USD 6,000—9,000
obstructed, gastric ulcer
Apollo Endoscopic Sleeve Gastric restriction July 12,2022 12.6% at 1 year Gastrointestinal symptoms, USD 9,000—20,000
Gastroplasty' abdominal abscess, upper
gastrointestinal bleed
Weight management device
SmartByte' Oral space occupying May 18, 2017 2.93% at 4 months Choking on food, mouth soreness  USD 500
device
Plenity® Ingested, transient, space  April 12, 2019 6.4% at 6 months None USD 98 per month

occupying device

*voluntarily removed from the market; **no longer commercially distributed.
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Fig. 1. Lap-Band.”'
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1) Orbera ILif ZM
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Fig. 2. Orbera Intragastric Balloon System.”

a) ZUA|E ZAS(Percentage of excess weight loss, %EWL) = (X
kg/m?0j| sHShs MEB2Z ASICE

= HME - S AHZ) / (S HE - OLSHZE) x 100 (%). 0471 O 4HIF2 L O = AKX 25
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Fig. 3. (A) Obalon Balloon System. Swal-
lowable capsule attached to a thin (1 mm)
inflation cathete. (B) Obalon Balloon System.
Three balloons in the stomach.*®
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1. SmartByte
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Fig. 6. SmartByte.*
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