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National Center For Medical
Devices Reporting

Safety Communication

Recommendation about Potential Risks for Liquid-filled
Intragastric Balloon Systems used to treat obesity.

Device Name:
Liquid-filled Intragastric Balloon Systems used to treat
obesity, inserted inside the stomach for a period of six

months at most via endoscopic procedure.

Manufacturer:
e Apollo Endo Surgery
e ReShape Medical Inc.

Problem:

There are multiple reports for two different types of
adverse events associated with liquid-filled intragastric
balloons used to treat obesity.

The first type of adverse event involves the liquid-filled
intragastric balloon over-inflating with air or with
more liquid (spontaneous hyperinflation) in patients’
stomachs, resulting in the need for premature device
removal.

The second type of adverse event is the development of
acute pancreatitis, which has also resulted in the need for
premature device removal.

Recommendation:

e Health care providers must closely monitor patients
treated with these devices for complications

e Report any adverse events related to intragastric
balloon systems to The National Center for Medical

Devices Reporting https://ncmdr.sfda.gov.sa/

e Share this information with Healthcare Professionals

in your facility.
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The affected devices are:

o By yaliad) 5}@4‘2‘
Orbera Intragastric Balloon System, manufactured by Apollo Endo Surgery
and

ReShape Integrated Dual Balloon System, manufactured by ReShape Medical Inc.

ReShape Dual Balloon

ORBERA Intragastric Balloon System

You should be aware of the mentioned risks in the notice ~ Jwalgill g Jlady) 13 8 5 gS3all Jhldally 43050 o ) 5isS o g
and contact the Authorized Representative or the B sSall CA saa) aSigalg Ja A £ 5sal) i Al Siadl aa
Distributor in case you counter any of the above- e
mentioned cases.

Healthcare Professionals should report any adverse events 4y duse &ala gl g E3Y) Laall dle Il uaisd) e oy
suspected to be associated with affected devices above (or il (A b e g sf) odlel 5 ) a5 3628 Lkl )) 8
other Medical Devices) to:
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National Center for Medical Devices Reporting (NCMDR Ll catiall s 5 end ¢Lis

Website). A

Medical Devices Sector sl s elall Aalal) el
Saudi Food and Drug Authority ok N-dall oa- Aladll (g jilall G skl 3293152l O sisl
Postal Address: Saudi Arabia - Saudi Food and Drug 4 ged) Ay jall A<ledll 6288-13312
Authority (3292) 2406:4% 523 2038222 (11) 966+:—iila
North Ring Road - Al Nafal Unit (1) 2757245 (11) 966+:Sk

Riyadh 13312 - 6288
Tel: +966 (11) 2038222 Ext: 2406
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit NCMDR 3L (o> b sdiall Cilelediul) g &l pdaill AT e J gaaall
website: el 38l g IV £8 gal)
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