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Circular Mo, (8] 2017
To All Healthcare Facilities
Date: 13 Auguet 2017

Sub: recommendation about potentisl risks far
liguid-filled intra-gastric Ballogn Systems used 1o
trzat obesity

Ax part of the Naticnal health regulsory suthority follow-
up of the Eatest develapments and news related 1o medical
devicrs and surgical procedures wsed 1o ireat obesity

The National Health Regulstory Auvthority would like 1o
notify that based on the FDA declwration kseed an 10
August 2017 related to the adverie event on 1the patient
fram the installation of the liguid-filed Intra-gastric Balloon
Systems used 10 real obesity which i
mantks Bt el vis endascoplc protedure The FDA have
declared two types of adverse event assockated with lousd
filled Invira-gastric Ballpon Systems
1. The Tirst type valves the liguid-filled intra-gactric
Balloan 1o become overinflating with air ar mone
liguid {spemanscus hyperinflation) & patisny’
sviomach indicating prematsne device removal
2. The wecond 1ype of adverse event B the
development of sCie pancrealitia
ndicates premature device remaval

for & period of i

wihileh  slie

Tharefone, we recommend

= Clowely manitor patkens treated with ihese devices fos
complications

= Al sgvarse events related to ihe above mertioned
device or any medicsl device ihauld be reparted 1o
health care facility depariment in Mational Meallh

Regulatory Autharity at holfahes bh
= Please announce this information to health care
pradeislionaly in yoer feciling
Yot paaperation i highly sppreciated in impraving health
services in the Kiagoom
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