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MCC/26/003: Flow — No agent delivery

Froducts affected:

Cur records indicate that the below listed products hav e heen delivered to your [ocation.

Part numhber Device model Serial Humber

GETT200 Elowe-i 20 = 20000, See consignee list EVLI-275372
gooasIq Flowe-i 20 = 20000, See consignee list BVILI-275372
6677200 Flowe-i 30 = 20000, See consignee list EVL-275372
6288520 Elow-i 20 = 20000, See conzighes list EVIL-275372
GETTA00 Flowe-i 40 = 20000, See consignee list EVLI-275372
Ga88540 Elow-i 40 = 20000, See conzignes list EVL-275372
BB 7700 Flow-c See consignes list EVILE2TE3T2
BEETI00 Flow -2 See consignes list EVILF2T5372

Description of the ksue

hacuet Critical Care AB has identified a problem that under cerain conditions might prevent the device from
peorming as intended. [n some cases, Flow family anesthesia machines have not delivered anesthetic anent
when the vaporz er(s) weare switched on. These events have only been observed during the start-up phase of a
case,

Potential hazards

Thizs problem may stop the intended functioning of the device, resulting in failure to deliver anesthetic agent. This
may resultin the patient receving insufficient anesthesia and may lead to intraoperative awareness.

Flease note: Mo serious injury or death has been reported.

Precautions

In order to identify and mitinate the issue should it arise, Getinde requests that yvouo reviesy the followdno:

1. Abwvays confinm that anesthetic agent is being delivered atter activating the vaporizer(s), paricularly at
the start of a case.

2 Accordingto the Instructions for Use, this indic ation signifies that concentration levels are below
detectable limits, serving as confirmation that no agent is present.
=i gasanahz er has no information to display

3. Continuousk monitor end-tidal anesthetic agent concentration and patient vital signsto ensure adeguate
anesthesia is maintained.

4. If delwery is not confirmed - end case and start up again. This measure will normally resokie the issue.
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Corrective Actions

Maguet Critical Care AB isinitiating a Field Safety Corrective Action for all affected devices. There will be a
coming release containing software improvement for software versions 4.10 and 4.11 to handle the no agent
delivery issue. The software update will improve stability during case start-up by optimizing vaporizer initialization,
therehy reducing the fisk of no anesthetic agent delivery events. ¥ ou will be contacted by vour Maguet Critical
Care AB sales or serice representatiy g, when software is available, to plan for the software upgrade.

FPlease maintain awareness of this notice and complete and return the attached acknowledoment form, [Wx-9621]
Canfirrmation of F Sh Recaipt.

Distribution

This Field Safety Motice needs to be distributed to those indiidualswho need to be aware within your
arganzation - orto any arganzation where the potentially affected devices have heen transferred. In cases where
wou a5 customer choose notto proceed with cormpletion of the corrective actions, Maguet Critical Care AB cannot
accept any responsibility for safety related issues or legal liahilities arising from the failure to respond to this Field
Safety Motice. The relevant competent authorities have been informed ahout this Field Safety Corrective Action,

Wie apologize for any incory enience this may cause and we will do our outmost to carry out this action as swiftly
as possible.

Shouldyou hav e guestions or require additional information, please let us koo,

Sincerely,

hlalin Graufelds Jerker Aberg

Directar Product Management Anesthesia Director Regulatory Affairs & Product Compliance
Maquet Critical Care AB M aguet Critical Care AB
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