imbtmedical | 30.0CT.2019

Urgent Field Safety Notice — FSN 2019-001
Attention; Distributors and end-users of bellavista1000-and 950 series ventitalors.

Details on affected bellavista1000 and 950 ventliators:

. Gominsrérai Naa X: i ' |- safta) iuiber, (SN) refix
bellavista 1000 ventilator 301,100.000-
bellavista 1000 US ventilator 301.100.030
bellavista 1000 NEQ ventlator 301.100.060 C/alsIs ME100100 and hi he;-
- |
bellavista 1000e 17,3" ventilator 301,100,100 ’ 7 anahig
bellavista 1000 Set ventilator 301.100.200
bellavista 950 verfilator $50.100,000
Dear Valued Cusfomer:

“The purpose of this letter is fo advise users that imtrmedical ag is issting a’ Field Safety Comective Action (FSCA) forits
bellavista ventilators, referenced above.

imtmedical ag takes seriously all product complaints and consistent with its quality management system and processes,
reviews all customer complaints arid initiafes; invesfigations as warranted. Issties with bellavista ventilators. have been
ldenhﬁed through those investigaions as well es post-market surveillance data.

Dascngtton of the problam;

The bellavista 1000 and 9_50 ventilators hardvare generatfons G2/3/4/6/6 can experience he following intermittent failures
in the field during ventilation:

» Lack of acoustic high priority atarm (continvous alarm tone) under specific conditiohs which may
cause a delay in inimediate action required o avert a life-fhreating situation.

« Presence of a‘rio alarm’ condifioh during a disconnect und erspéciﬂp use conditions which may cause
a system leakage and poteniial for foss in ventilation therapy without activation of a-disconnection alarm.

« Presence of a failsafe state’ under specific usa conditions which may ceuse & device {venlilator)
response by suspending ventilation lo the patient.

Detailed information on the discovered isdues, as well as the corrective actions or comrective action ptar, can be found in
the Attachment A Included as part of this notification.

- There are no reports of patient or userinjury related to these intermittent fallures, fo-date. imtmedical has developed a
soitware update fo correct these issues. This soffware updale wili be available by no Iater than December 31°t, 2018, In
order to ensura that adverse health consaquences during use of the belldvista 1000 and 950 venillators hardware
generations G2/3/4/6/6 remain as low as possibls, dlinicians ate encouraged {o follow the User Manual and coensider the
immediate mitigative measurés (per Aftachment A). .

Actions to be taken by the distributors:

» Immedlafely forward this notification to all custemers further distribited the hellavista 1000 and 950 ventilalors
(hardware generations G2/3/4/5/6) of the above-mentioned serial number range.

« Inspect inventory to Identify the affected bellavista ventilators, of the above-mentioned serial number range.

+  Exeoute the software update in a imely manner, as available and make the updated user manual available to
the users,
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= Return the completed anid signed Response Form lo kmtmerdical ag as perthe prowc!ed instructions.
Achons fo he taken by the end-tisers:

*  Make sure that-the content of this FSN is forwarded to any potential user of the bellavista ventilators.

« Al users of the hellavista ventilators shall read and take into considerations the immediate mitigative measures
provided in Attachment A of this FSN. .

»  Inspect inventory to Identify the affected bellavista ventitators of the above-menfloned serial number range.

= Work with your distributor to ensure the software update Is executed in a timely manrier, as avallable.

Actlons blmg fsken hxthe manufacturer.

+  imimedical ag has determinedthie rootcause of these software anopmalizs and has developed @ software update.

«  inmtnedical ag wﬂl serd the FSN Ietter and Response Farm for distributors. and/or end users ih scope of this
ackion.

v [intmedical ag will determmé recall effectweness by cutiecimg all response forms to veify the FSN was feceived,
confirm the produet involved has been corrected (software update via iVista), and if the pmduct was furfher
disfributed that those additidnal consignees were notlfiad,

. Imtmedlca[ ag will provide an update ofthe user manualthatwr!{ inciode the deseription of the softare changas

Contact Informahon:

For questions, concerns or any evenis that feéscnab[y suggest being refated to the subject of this FSCA OR fo return the

Distributor Resporize form, pfease email 1mtmed|cal at GMB-AMS-FSCAresansecent@@mlre cony or your jogal
distributor,

The undersigned conflrms that this ndtjce has been nafified to the appropriate Regutatory Agencles.

Aftachment A; Issues Detalls.and Cotresctive Acuon or Action Plan
Attachment B; Response Foim .

L RDhE[t A.ﬂ'iott . ’

"f_ _ 8VP, QRA Vyaire Medlcal
’ "cc: Chairman Medical Board and relevant Head-of-Department of the affected healthcare facilities." - "




£

"UBIPHLS JBWS pue sjue

Ul 99°0-¢°0 pue 'sinfe ut ¢°o Jo
ofjes 118l [BUIB)Xe-Tl-BuIaUl
ue Buipiaosd ‘synpe u; Aemye
jeis)iie: 8y Jo JaiELUelp JaL)

ay} Jley BUo peaoxe joU pRoys

"apljejussaldal Sajes JNOA IO

SaswBus wotet Yoa) peziuoyine Lomaqmsip
1ok ypm Ajsols Siom aseaid uoloalos
2lemyos st jo Age)ieas puejsiapun al,

‘610273dEE

{seanae)d isaq [ea(uio Jo apIso
el -Jalut Sgn) [eatoeijopus
UL 40 %05<) fe1aUIes abie|
Apiendosddey; ue Jo uonosjes-

© (saofjoesd ysaq

[B21U[O 10.3pisINo) 195 S| Bunjas

6L0T L3008

EmaEm: EEE_EE, 056 pLe.QooL Emsmzmn

{enuew JBIBLiEo UORINS AU} 10 BIBWel ‘Ul J0je] ou, Aq o|ge|ear. {laquunu “usped uopans-yBiy Ajejeudouddent ue-
Assn; pojepdn oLy jeuasAq payuapl) S/bEZS suoneiaust ALy} o] valEfudA uosh ay) Aguaye)
o L'g'sl Jeydeys 'SUQNISL09S 1EB[D | auRmpley SIojR|lUaA (56 pUR 0001 BISie(Rq Bipuedsns aJe suofoe jeyuanbas Bumo)|o) o Aes
00€ Q] wuE|s asnpey >_u>=uwtw 184 pue e)gissod se moj - “@iBMY0S BIS[ BlA SjgeleAR : Aq puadsay sy} uaym anpasoud Buuogons ases|iey,
|BaLYoR Ay noye se 18s 8q pjnoys amssaxd vonsns | (Jequunl jepes Aq papiuapl) 69 suoneiaush Bupiojessy; | Aew (iojiuea) | peso e Buunp alemyos [gleugsu i B O
UoREWLIO PRIIEIRG 124 )50B6ns sauyepinb sofoesy | aempiey SI10l2[IUSA 056 PUB DL BISINERRq | o) ‘BiXadAH aABD BY| uo paafifu) 5q A2w anss| sauasald
*BAjEIUaSaIda] S8[EE N0k 10
Jasuibua aMuss 1oe) paZNOLINE Jongusip
Inof jim A|2S0j0 Hiom mmmmﬁ UopoainD 1040 Juaned .
alemyos siiil-{o Allige|leat’ pugjsispun 01, 6} PUB JOSURS MOol] BU) Lesmlag
SINGO0 UCIHIPUOD LIJIsUUodsIp =
“BLOZI3ALE payaeal :
' ULy J8je] 611 Aq ajgefiese (Jaqunu st {U066@ SNMEqWS'S
*8sn Jojefusa [Enas Aq payiuapr) Sip/e/ze) sucieiaual J9A0) SOUEISISII INDAD YBILE Y-
] eisiag(jag Sulnpsened B jo | aremplsl SIOJE|UaA 086 PUB 000 BISIARIAG (3104 pue Moy} JuaA BUY YYM,
SUGHOUN; [B1A BY) BUMO)UOW uaym ulee snouosjouAs 81 jueled eyy pue | .uojijpucn
pasn aq |jeys spoyidw Bupoyuou {reremyos BIS[A] eIA-ajqe)eae LQ[DAUUCISID 10 | BP0 ASd Ul 90150 JOIR[IUSA- e
[enueiy Jasry | subie Je)iA Jayio Wis voeumquaa U | (Jaquinu (eUss Ag peynuspl) o5 suohedauss UONEAIIDE JRoulim lesn aw Ag uae} sumoe ou, e'10
B\ oydjgeandde 10N ﬁmoo pue zods) siosties jpuayg | asémpiey SIJBUSA OSE pUB 000 eIsiae|ag enxodAy | obeyes) wajsig jenuanbas Bumo)io 1 4o |y 8JUueseld
U= T ‘JANEUDSD.I03] S3jes oA IO i
SLZ d) vueyy Jesuibus sopubs Yoa) pazIIOLINg JOINGHSIP
Japun sunge 10 04 yim L0500 oM esead voptanco
187 81441 L) Paquiosap 2reAYos SiUl Jo ANae)eas puelsiapun o], (ustep
WJE(e |BUSHIpRY slqipne Bussiu)
61040304 SalsNGOR oYM
|enuew 1asn UBUF I03E] OU Aq agelieas (sequiny UasIos aUj.un
BisiaRjjaq pejepdn Bsn Joje|jluan {eNas Aq PSURUSP|) S/E/Z0 stoyeiaust ebessall uuee
au jo gg saydeyn ejsine|jag Bulinp Juaned 840 | siemprey SI01E|IUBA 056 PUB 000L BISIAR]SY pue {836 wee 'saealjoe 1T
Ul paquosep aumea) | sLORoUN) |elia et GuLolual uaym pai) Al[ensia uneje Ai10Ld UBIH B ‘uonenp fuond
Jpenus suuely, | posn aq [jeys spoyiaw Bupejiuou "alemyns BJSIAT BiA ajge|iene sajeAloe UHe|e: (e SjloUd wnpay huooas uhiy
pue nopeyaq | SUB]S [2)A JSUI0 UM Hojeuquios vy " (oquinu [euss At paypuspl) go suojeiaual Sumzieaiy; fueoud ysiy kb oyl Buung uemjuys A paynw aasnooe
wuege h_o mm_._ﬂ_o ﬁmoo Em 0dg) Eomamw _mEmﬁm -ajry .m_xo&I Jo uajesgoy st ulele AJuo)

UBje| UCRIY 10 UORDY SAISR.GH pUE siiRjag] m..:wmm - JUBLIYORRY

fesipsuul -

A





