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Field Safety Corrective Action of FreeGo Enteral Feeding Pump from Zevex, Inc.

Source GHC-Gulf Health Council.

Product FreeGo Enteral Feeding Pump.

Manufacturer | Zevex, Inc.

Details of concerned Devices
The affected '
products REF DESCRIPTION | _GTIN Number | SERIAL NUMBER
$400-054 | FREEGO ENTERAL FEEDING PUMP | 5391503600473 | ALL SERIAL NUMBERS
The device instructions for use need clarification in relation to handling occlusion alarms when
Reason feeding and they do not call out the potential for patient harm by not following the instructions
for use. '

The following will be added to the instructions for use for the FreeGo Enteral Feeding Pump:
1. When an alarm occurs, the user should address the cause of the alarm following

instructions in the Alarm and Warning Messages section of the Operator Manual, rather
than trying to override the alarm or attempting to continue pump feeding. Failure to do
so can impact operation of the pump alarms and result in patient harm. If you are

Action unable to address the cause of the alarm, contact your healthcare service provider for

further instruction. When an alarm occurs:

* Carefully follow the instructions in the Operator Manual.

* Do not turn the pump off/on while attempting to clear feed delivery alarms.

>ﬂ * Do not use the prime function while attempting to clear alarms. -

2. Contact the local agent for remedial action.

Healthcare professionals are encouraged to report any adverse events Suspected to be associated with the
comments above device or any other medical device to Department of Medical Device Control contact E-mail:
Med-device@moh.gov.om

/Dr. Mohammed Hamdan Al Rubaie
DIRECTOR GENERAL
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)

Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence -

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman

The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No. 227,207—1dated 39. .‘?.x .22—Regardmg GHC FSCA of
FreeGo Enteral Feeding Pump from ( mrf: Zevex, Inc).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information
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Safety Alerts of Medical Device Products

\

To: HE/Members of the Executive Committee of

ool Joal dysuaiill abigll cLAEl Bslai ]

the Cooperation Council States Members ooledll
Subject: (FreeGo Enteral Feeding uh aiiel dodlu j3ai iggsagall
(Zevex, Inc.,) a8y alidl g0 Pump)
Product Name: FreeGo Enteral Feeding Pump saiiodl @l
Company: ' Zevex, Inc., s aspll
Affected product: Gopadl proeill ale gl lll nap 6 4iliodl Cilaiiall
Reg. Status in GHC: ' Not registered Y giiall guag
rduall pulao
Source of Warning: MHRA - MQHAP UAE spdaill juae
Reason for Warning: | (e Cuyaai g pyiaill s ol geiaell &lagg duall 8)ljg cuslal | daill
go Jolailly §laiy lasa asasi (] lin dua plsatunll Cilaslsi
ddlaial e pagedl adi 1 Cilogleill oia of Las slauidl byl !
' ilodaill gl pac sde jpa sl igan
Recommendation: | dolall diloyleill dalal piy ol geiaell &ligg duall 8)ljg Cuagl Waluagill
:dlill (FreeGo) digsoll dysaill dao olsiiwl
elil J13ddl s dalleo eadiuall (nde cany lad] Cigaa sic e
Juls (e Silpdaillg clylail Euud  (a saylgdl Calsbliuy dll
38 né lpediw dll dglas of jlaidll jolai éllglas (o Usy rJiinall
Nsidll sjgal Jusid (ale sy oball oac yéy 26 dasll
wapedl jpall ghlll oygsy (53649 duaally
dylell puieell Juails 3l dalles e polé e g 13 @
Slagleill go ayje (e Joucrall dpaall leylly
: Hlad] Qgaa sic
il Juls (d 83jlgll Sala alaill dyling guil o
Shlsil awe lilghio clifl daasll Jusdid / calisl eai U e
_ ' , Jwagill
wablaidl ause dlglae clifl dpuuipll daghigl! paiiuw 4 o
Link of Circular iy gl ] (] daba gl gapall prosill (e gllbdll gop ‘o=l byl
For inquiries and ' Jilylwaiuall
reporting: M@EM 1gdldllg

P.O Box 7431 Riyadh 11462
T. +966 11 4885262 Ext. 306
F. +966 11 4885266

httg://www.g. hc.sa







