Rendered PDF File Page 2 of 4 DOC1881503, Rev:1

GE Healthcare

URGENT MEDICAL DEVICE CORRECTION 3000 N. Grandview Blvd. - W440
Waukesha, W1 53188, USA

<Date of Letter Deployment> GEHC Ref# 32047

To: Nurse Managers, Labor & Delivery/NICU
Bio-Medical Engineering Department Managers
Risk Management Directors

RE: Infant Warmer System (IWS) Hot “Heater Head” Screw could Fall onto the Bed

GE Healthcare has recently become aware of a potential safety issue related to loose screws in the “Heater Head” of certain
Infant Warmer System (IWS) devices. Please ensure that all potential users, as well as those servicing these units, in your
facility are made aware of this safety notification and the recommended actions.

Safety Hot screws from the “Heater Head” of the IWS could fall onto the bed if the “Heater Head” assembly has
Issue been improperly serviced. This situation can be clinically hazardous because thermal injury to a patient
could result. Two injuries have been reported as a result of this issue.

Safety The potential for this issue to occur is only present if the “Heater Head” assembly has been improperly
Instructions serviced.

As a result, if “Heater Head” service has been performed in the past, check to ensure that the screws are
tightened as soon as the unit becomes available.

If the “Heater Head” assembly has not been serviced, check to ensure that the screws are tightened as part
of your next regularly scheduled annual Preventive Maintenance check.

The attached Service Manual Addendum provides instructions for checking and tightening the screws.
During each annual Preventive Maintenance check, continue to ensure that the screws are tight.

Affected Refer to Product Images below for images of Affected and Not affected products.
Product
Details Affected model numbers: Model 2001 IWS (International), 3000 IWS, 3050 IWS, 3100 IWS, 3150 IWS, 3300

IWS, 3500 IWS, 4000 IWS, 4300 IWS, 4400 IWS, 5000 IWS.

Affected Products Not Affected Products
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Product Attached to this letter, we provide instructions as part of a Service Manual Addendum on how to correct
Correction the issue. Please add this new Addendum to the Service Manual of your device(s) and train the affected
users accordingly.

Please acknowledge that you have received this letter and that you understand that an action needs to be
taken on your part to correct this issue by filling out and returning the attached “Customer Response”
form.

Contact

. If you have any questions or concerns regarding this notification, please contact GE Healthcare Service at
Information

1-800-437-1171 or your local Service Representative.

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have any questions, please
contact us immediately per the contact information above.

Sincerely,

James W. Dennison Jeff Hersh, M.D.
Vice President - Quality & Regulatory Chief Medical Officer
GE Healthcare GE Healthcare
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GE Healthcare
MEDICAL DEVICE CORRECTION CONFIRMATION GE REF: 32047
CUSTOMER RESPONSE REQUIRED
We request that you PLEASE COMPLETE and return this form to GE Healthcare within two (2) weeks.

Customer/Consignee Name:

Street Address:

City/State/ZIP/Country:

Email Address:

Phone Number:

It is important that we confirm our customers have received this correction notice. Please check one of the following and complete the
requested information and send back via one of the methods below.

We acknowledge receipt and understanding of the Medical Device Correction Notice and have alerted the appropriate personnel
|:| at our facility regarding the safety issue and instructions. We will perform the actions as requested in the attached Medical
Device Correction Notice on all potentially affected systems.
List all Device/System Serial Number(s) known (attachment can be used):

|:| We acknowledge receipt and understanding of the Medical Device Correction Notice and no longer have a system affected by this
Medical Device Correction Notice. (Please check appropriate disposition. If multiple systems or further information, attachment
can be used.)

|:| Sold |:| Returned |:| Scrapped |:| Other:

Device/System Serial Number(s):

New Owner, if known:

Contact Name:

Street Address:

City/State/Country:

Contact (i.e. Email, Phone):

Please provide the name of the individual with responsibility for risk and compliance.

Signature:

Printed Name:

Title:

Date (DD/MM/YYYY):

Please return this form using one of the following methods:
Scan or take photo of completed form and email to MIC.Recall@ge.com
Note: QR code can be used to email the form: click QR code, attach photo to email, click Send
Take photo of completed form and send via SMS text to +1-410-972-8096
Note: QR code can be used to text the form: click QR code, attach photo to text, click Send
Fax completed form to Fax Number: +1-410-630-5938

QR (text) QR (email)

32047 — XXXX
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Addendum

Infant Warmer System Heater Reflector
Screws Maintenance Check

For future reference, add this addendum to your
Infant Warmer System Service Manual.

2098189-001 A
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Language Disclaimer

A WARNING:

(EN) This service document is available in English only.

e If a customer’s service provider requires a language other than English, it is the customer’s
responsibility to provide translation services.

e Do not attempt to service the equipment unless this service manual has been consulted
and is understood.

e Failure to heed this warning may result in injury to the service provider, operator, or patient
from electric shock, mechanical hazards, or other hazards.
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(HR)

UPOZORENJE

Ovaj servisni priru¢nik dostupan je na engleskom jeziku.

Ako davatelj usluge klijenta treba neki drugi jezik, klijent je duzan osigurati prijevod.

Ne pokusavajte servisirati opremu ako niste u potpunosti procitali i razumijeli ovaj servisni
prirucnik.

Zanemarite li ovo upozorenje, moZe doci do ozljede davatelja usluge, operatera ili pacijenta
uslijed strujnog udara, mehanickih ili drugih rizika.

(CS)

VYSTRAHA

Tento provozni ndvod existuje pouze v anglickém jazyce.

V piipadé, ze externi sluzba zdkaznikiim potfebuje ndvod v jiném jazyce, je zajisténi
prekladu do odpovidajiciho jazyka tkolem zdkaznika.

Nesnazte se o Udrzbu tohoto zafizeni, aniz byste si pfecetli tento provozni ndvod a
pochopili jeho obsah.

V piipadé nedodrzovani této vystrahy mize dojit k poranéni pracovnika prodejniho servisu,
obsluzného persondlu nebo pacientl vlivem elektrického proudu, respektive vlivem
mechanickych ¢i jinych rizik.

(DA)

ADVARSEL

Denne servicemanual findes kun p& engelsk.

Hvis en kundes tekniker har brug for et andet sprog end engelsk, er det kundens ansvar at
sgrge for overseettelse.

Forsgg ikke at servicere udstyret uden at leese og forstd denne servicemanual.

Manglende overholdelse af denne advarsel kan medfgre skade pa grund af elektrisk stad,
mekanisk eller anden fare for teknikeren, operatgren eller patienten.

(NL)

WAARSCHUWING

Deze onderhoudshandleiding is enkel in het Engels verkrijgbaar.

Als het onderhoudspersoneel een andere taal vereist, dan is de klant verantwoordelijk voor
de vertaling ervan.

Probeer de apparatuur niet te onderhouden alvorens deze onderhoudshandleiding werd
geraadpleegd en begrepen is.

Indien deze waarschuwing niet wordt opgevolgd, zou het onderhoudspersoneel, de
operator of een patiént gewond kunnen raken als gevolg van een elektrische schok,
mechanische of andere gevaren.

(ET)

IATUS

See teenindusjuhend on saadaval ainult inglise keeles

Kui klienditeeninduse osutaja nduab juhendit inglise keelest erinevas keeles, vastutab klient
tolketeenuse osutamise eest.

Arge Uritage seadmeid teenindada enne eelnevalt kiesoleva teenindusjuhendiga tutvumist
ja sellest aru saamist.

Kdesoleva hoiatuse eiramine voib pohjustada teenuseosutaja, operaatori voi patsiendi
vigastamist elektrilodgi, mehaanilise voi muu ohu tagajdrijel.
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(FI)

VAROITUS

Tadmd huolto-ohje on saatavilla vain englanniksi.

Jos asiakkaan huoltohenkilosté vaatii muuta kuin englanninkielistd materiaalia, tarvittavan
kadnnoksen hankkiminen on asiakkaan vastuulla.

Alg yritd korjata laitteistoa ennen kuin olet varmasti lukenut ja ymmdrtényt témdn huolto-
ohjeen.

Mikdli tatd varoitusta ei noudateta, seurauksena voi olla huoltohenkildston, laitteiston
kayttdjan tai potilaan vahingoittuminen sdéhkoiskun, mekaanisen vian tai muun
vaaratilanteen vuoksi.

(FR)

ATTENTION

Ce manuel d'installation et de maintenance est disponible uniqguement en anglais.

Si le technicien d'un client a besoin de ce manuel dans une langue autre que l'anglais, il
incombe au client de le faire traduire.

Ne pas tenter d'intervenir sur les équipements tant que ce manuel d'installation et de
maintenance n'a pas été consulté et compris.

Le non-respect de cet avertissement peut entrainer chez le technicien, I'opérateur ou le
patient des blessures dues a des dangers électriques, mécaniques ou autres.

(DE)

WARNUNG

Diese Serviceanleitung existiert nur in englischer Sprache.

Falls ein fremder Kundendienst eine andere Sprache benétigt, ist es Aufgabe des Kunden
fur eine entsprechende Ubersetzung zu sorgen.

Versuchen Sie nicht diese Anlage zu warten, ohne diese Serviceanleitung gelesen und
verstanden zu haben.

Wird diese Warnung nicht beachtet, so kann es zu Verletzungen des
Kundendiensttechnikers, des Bedieners oder des Patienten durch Stromschldge,
mechanische oder sonstige Gefahren kommen.

(EL)

NPOEIAONOIHZH

To Ttapdv eyxelpidlo o€pPig dlatiBetal povo oTa ayYAKA.

Edwv 0 TexVikdG 0€pPLG evEG TIEAATN aTtaLTel TO TIAPOV EYXELPLOLO O YAWOOQ EKTOHG TWV
AYYALKWV, oTtoTeEAEl £0BVVN TOL TIEAGTN VA TIAPEXEL TG LTINPECLEG PETAD PAONG.

MnV ETILXELPNOETE TNV EKTEAECN £PYACLWV OEPPRLS OToV €S0TIALOUO av Sev £xeTe
OLUPBOLAELTEL KL KATAVONOEL TO TIAPOV EYXELPIOLO OEPRLS,.

Av Sev TPoo£EeTe TNV TPOELSOTIOINGN QUTH, EVOEXETAL VA TIPOKANBEL TPAVPATIOUOG OTOV
TEXVIKO OEPPLGS, OTO XELPLOTH 1) OTOV a0Bevr) ATt NAEKTPOTIANELQ, PNXaVIKOUG 1 GANOUG
KWOLVOUG.

2098189-001 Rev A IWS Service Manual Addendum



(HU)

FIGYELMEZTETES

Ezen karbantartdsi kézikdnyv kizarélag angol nyelven érhet6 el.

e Haavevo szolgdltatdja angoltdl eltérd nyelvre tart igényt, akkor a vevé feleléssége a
forditds elkészittetése.

e Ne probdlja elkezdeni haszndlni a berendezést, amig a karbantartdsi kézikonyvben
leirtakat nem értelmezték.

e Ezen figyelmeztetés figyelmen kivil hagydsa a szolgdltato, mikodtetd vagy a beteg
aramutés, mechanikai vagy egyéb veszélyhelyzet miatti sériilését eredményezheti.

(IS)

ADVORUN
Pessi pjonustuhandbdk er adeins fdanleg @ ensku.

e Ef ad pjonustuveitandi vidskiptamanns parfnast annas tungumdals en ensku, er pad skylda
vidskiptamanns ad skaffa tungumalapjénustu.

e Reyniod ekki ad afgreida taekid nema ad pessi pjénustuhandbok hefur verid skodud og skilin.

e Brot dsinna pessari advorun getur leitt til meidsla @ pjonustuveitanda, stjirnanda eda
sjuklings frd raflosti, vélreenu eda 68rum dhaettum.

(IT)

AVVERTENZA
Il presente manuale di manutenzione e disponibile soltanto in lingua inglese.

¢ Seun addetto alla manutenzione richiede il manuale in una lingua diversa, il cliente &
tenuto a provvedere direttamente alla traduzione.

e Procedere alla manutenzione dell'apparecchiatura solo dopo aver consultato il presente
manuale ed averne compreso il contenuto.

* Il mancato rispetto della presente avvertenza potrebbe causare lesioni alladdetto alla
manutenzione, all'operatore o ai pazienti provocate da scosse elettriche, urti meccanici o
altri rischi.

(JA)
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(LV)

BRIDINAJUMS

St apkopes rokasgramata ir pieejama tikai anglu valoda.

Ja klienta apkopes sniedz&jam nepiecieSama informacija cita valoda, klienta piendkums ir
nodrosinat tulkojumu.

Neveiciet aprikojuma apkopi bez apkopes rokasgramatas izlasiSanas un saprasanas.

ST bridingjuma neievéroanas rezultatd var rasties elektriskas stravas trieciena, mehanisku
vai citu faktoru izraisttu traumu risks apkopes sniedz&jam, operatoram vai pacientam.

(LT)

ISPEJIMAS

Sis eksploatavimo vadovas yra tik angly kalba.

Jei kliento paslaugy tiekéjas reikalauja vadovo kita kalba - ne angly, suteikti vertimo
paslaugas privalo klientas.

Nemeéginkite atlikti jrangos techninés priezidros, jei neperskaitéte ar nesupratote Sio
eksploatavimo vadovo.

Jei nepaisysite Sio jspéjimo, galimi paslaugy tiekéjo, operatoriaus ar paciento suzalojimai
dél elektros Soko, mechaniniy ar kity pavojy.

(NO)

ADVARSEL

Denne servicehdndboken finnes bare pd engelsk.

Hvis kundens serviceleverandgr har bruk for et annet sprak, er det kundens ansvar & sgrge
for oversettelse.

Ikke forsgk & reparere utstyret uten at denne servicehandboken er lest og forstatt.
Manglende hensyn til denne advarselen kan fgre til at serviceleverandgren, operatgren
eller pasienten skades pd grunn av elektrisk stat, mekaniske eller andre farer.

(PL)

OSTRZEZENIE

Niniejszy podrecznik serwisowy dostepny jest jedynie w jezyku angielskim.

Jesli serwisant klienta wymaga jezyka innego niz angielski, zapewnienie ustugi ttumaczenia

jest obowigzkiem klienta.

Nie probowacé serwisowaé urzgdzenia bez zapoznania sie z niniejszym podrecznikiem
serwisowym i zrozumienia go.

Niezastosowanie sie do tego ostrzezenia moze doprowadzi¢ do obrazen serwisanta,
operatora lub pacjenta w wyniku porazenia prgdem elektrycznym, zagrozenia
mechanicznego bgdZ innego.

(PT-BR)

AVISO

Este manual de assisténcia técnica encontra-se disponivel unicamente em inglés.

Se outro servico de assisténcia técnica solicitar a traducdo deste manual, caberd ao cliente
fornecer os servicos de traducdo.

Ndo tente reparar o equipamento sem ter consultado e compreendido este manual de
assisténcia técnica.

A ndo observdncia deste aviso pode ocasionar ferimentos no técnico, operador ou
paciente decorrentes de choques elétricos, mecdnicos ou outros.
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A

(PT-PT)

ATENCAQ

Este manual de assisténcia técnica sd se encontra disponivel em inglés.

e Se qualquer outro servico de assisténcia técnica solicitar este manual noutro idioma, é da
responsabilidade do cliente fornecer os servicos de traducdo.

e Ndo tente reparar o equipamento sem ter consultado e compreendido este manual de
assisténcia técnica.

e O ndo cumprimento deste aviso pode colocar em perigo a seguranga do técnico, do
operador ou do paciente devido a choques eléctricos, mecdnicos ou outros.

A

(RO)

ATENTIE
Acest manual de service este disponibil doar in limba engleza.

¢ Dacd un furnizor de servicii pentru clienti necesitd o altd limbd decdt cea englezd, este de
datoria clientului s& furnizeze o traducere.

e Nuincercati sd reparati echipamentul decdat ulterior consultdrii si intelegerii acestui manual
de service.

e Ignorarea acestui avertisment ar putea duce la r@nirea depanatorului, operatorului sau
pacientului in urma pericolelor de electrocutare, mecanice sau de altd naturd.

(RU)

OCTOPOXHO!

[aHHOe pyKOBOACTBO MO TEXHUYECKOMY O6Cl'|y>KI/IBC]HWO npeacTtasneHo ToNbkKo HA QHFANNCKOM
A3bIKE.

e ECnu cepBUCHOMY NepCoHany KAMeHTa HeobXoANMO PYKOBOACTBO HEe HA QHIANIACKOM, d HA
KOQKOM-TO APYroM A3bIke, KNMEHTY CneayeT CaMOCTOATeNbHO 06ecneunTs Nepeso.

o llepes TEXHWYECKUM 06CNYKMBAHNEM 060PYA0BAHS 0643ATENBHO 06PATUTECH K AAHHOMY
PYKOBOACTBY W NOVMUTE N3N0XKEHHbIE B HEM CBEAEHVIS.

*  HecobnoaeHne TpebOBAHNI AAHHOMO NPEAYNPEXAEHN MOXET NPUBECTU K TOMY, UTO
CNEeUWanucT No TeX06CNYKNBAHNIO, ONEPATOP YAV NALVEHT NONYUYNT YAAP INEKTPUYECKNM
TOKOM, MEXAHUYECKYIO TPABMY UNW APYroe NoBPexXAeHVe.

(SR)

UPOZORENJE
Ovo servisno uputstvo je dostupno samo na engleskom jeziku.

e Ako Kklijentov serviser zahteva neki drugi jezik, klijent je duZzan da obezbedi prevodilacke
usluge.

e Ne pokusavajte da opravite uredaj ako niste procitali i razumeli ovo servisno uputstvo.

e Zanemarivanje ovog upozorenja moze dovesti do povredivanja servisera, rukovaocaili
pacijenta usled strujnog udara ili mehanickih i drugih opasnosti.

(SK)

UPOZORNENIE
Tento ndvod na obsluhu je k dispozicii len v anglictine.

e Ak zdkaznikov poskytovatel sluzieb vyzaduje iny jozyk ako anglictinu, poskytnutie
prekladatelskych sluZieb je zodpovednostou zdkaznika.

e Nepokusajte sa o obsluhu zariadenia, kym si neprecitate ndvod na obluhu a neporozumiete
mu.

e Zanedbanie tohto upozornenia mdze spdsobit zranenie poskytovatela sluzieb, obsluhujlce;j
osoby alebo pacienta elektrickym priddom, mechanické alebo iné ohrozenie.
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(ES)

ATENCION
Este manual de servicio s6lo existe en inglés.

e Siel encargado de mantenimiento de un cliente necesita un idioma que no sea el inglés, el
cliente deberd encargarse de la traduccién del manual.

e No se deberd dar servicio técnico al equipo, sin haber consultado y comprendido este
manual de servicio.

e Lano observancia del presente aviso puede dar lugar a que el proveedor de servicios, el
operador o el paciente sufran lesiones provocadas por causas eléctricas, mecdnicas o de
otra naturaleza.

(SV)

VARNING
Den hdr servicehandboken finns bara tillgdnglig pd engelska.

e Om en kunds servicetekniker har behov av ett annat sprdk dn engelska, ansvarar kunden
for att tillhandahdlla éversdattningstjdnster.

e Forsok inte utfora service pd utrustningen om du inte har Idst och forstar den hér
servicehandboken.

e Om du inte tar hénsyn till den hdr varningen kan det resultera i skador pa serviceteknikern,
operatoren eller patienten till foljd av elektriska stotar, mekaniska faror eller andra faror.

(SL)

OPOZORILO
Ta servisni prirocnik je na voljo samo v angleskem jeziku.-

o Ce ponudnik storitve stranke potrebuje prirocnik v drugem jeziku, mora stranka zagotoviti
prevod.-

¢ Ne poskusajte servisirati opreme, ¢e tega prirocnika niste v celoti prebrali in razumeli.-

o Cetega opozorila ne upostevate, se lahko zaradi elektriénega udara, mehanskih ali drugih
nevarnosti poskoduje ponudnik storitev, operater ali bolnik.

DiKKAT

Bu servis kilavuzunun sadece ingilizcesi mevcuttur.

i e Eger musteri teknisyeni bu kilavuzu ingilizce disinda bir baska lisandan talep ederse, bunu
tercime ettirmek masteriye diser.
¢ Servis kilavuzunu okuyup anlamadan ekipmanlara midahale etmeyiniz.
e Buuyariya uyulmamasi, elektrik, mekanik veya diger tehlikelerden dolayi teknisyen,
operatdr veya hastanin yaralanmasina yol acabilir.
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Maintenance Schedule

Perform this maintenance procedure annually to make sure the two heater reflector screws (front
and back) are tight. This schedule recommends the minimum frequencies. Always follow hospital and
local regulations.

A WARNING: Failure to perform this maintenance per recommended frequency can result
in patient harm or injury.

Required Tools

e Onelong Phillips screw driver e One 5/64" hex wrench
e One 5/16" wrench or nut driver e One 3/8" nut driver
¢ One small step stool

Heater Reflector Screws Maintenance Check Procedure

1. Turn off the Infant Warmer System and unplug its power cord from the outlet. Allow the heat
tube to cool down before proceeding with the next steps.

A WARNING: Disconnect the power to the warmer and allow the heat tube to cool to
avoid the possibility of a burn.

2. Locate the warmer unit serial number on the back of controller.
3. For units that have serial numbers starting with the prefix HAK, AAN, HAJ, or HCA (see Figure 1):

a. Use a 5/64" hex wrench to remove the four mounting screws for the front cover plate, and
remove the plate.

b. Use a 3/8" nut driver to remove the four mounting screws for the front heater housing cap,
and remove the cap.

C. Proceedtostep5.

lL.{‘:‘
Heater Reflector o R
Screw (Back) et S

Heater Reflector
Screw (Front)

- -
Mounting i
Screw s -
- g

Heater

Ventilation Plate

Front Heater Housing Cap

™S FrontCover Plate

Figure 1: Heater Head Assembly - Units with HAK, AAN, HAJ, or HCA Serial Numbers
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4. For units that have serial numbers starting with the prefix HCC (see Figure 2):

a. Use a Phillips screw driver to remove the screw and lock washer from the top of the
cushioned heater head.

b. Use a Phillips screw driver to remove the screw and alarm light lens from the bottom of the
heater head. Now the cushioned heater head can be pulled off the front of the unit.

c. Use awrench to remove the four screws from the support plate end cap, and remove the
plate.

d. Proceed to step 5.

Heater Reflector
Screw (Back) (Hidden)

Support Plate Heater Reflector ~
Lock Washer End Cap Screw (Front) ¢

Mounting Screw
[Top Cushioned
End Cap

Attachment)

-
| Ventilation Plate
Heater Housing As-

sembly

g Mounting Hardware

i Reflector End Cap
\ Alarm Light Lens

Cushioned Mounting Screw End
Heater Head Cap Support Plate

Figure 2: Heater Head Assembly - Units with HCC Serial Numbers

5. Pull out the ventilation plate on the top of the heater housing assembly (Figure 3).

Figure 3: Removing the Ventilation Plate
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6. Locate the two reflector screw nuts (front and back) on the top of the heater housing assembly.
(See Figure 4 and Figure 5).

Figure 4: Locating the Front Reflector Screw Nut Figure 5: Locating the Back Reflector Screw Nut

7. Pass the tip of a long Phillips screw driver through the heater grille at an angle to engage the
front reflector screw, and then use a wrench or nut driver to loosen the nut about one turn
(Figure 6). Use care not to remove from screw. (You might need a small step stool to reach to the
top of the heater assembly.)

Figure 6: Engaging the Front Reflector Screw

8. While keeping the screw engaged with the screw driver, use your fingers to tighten the nut until it
is snug.

9. Use a5/16" wrench or nut driver to tighten the nut about an additional one-third of a turn
(Figure 7).

Figure 7: Tightening the Nut in the Front Reflector Screw
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10. Pass the tip of a long Phillips screw driver through the heater grille at an angle to engage the
back reflector screw, and then use a wrench or nut driver to loosen the nut about one turn
(Figure 8). Use care not to remove from screw. (You might need a small step stool to reach to the
top of the heater assembly.)

Figure 8: Engaging the Back Reflector Screw

11. While keeping the screw engaged with the screw driver, use your fingers to tighten the nut until it
is snug.

12. Use a 5/16" wrench or nut driver to tighten the nut about an additional one-third of a turn.

13. Re-install the ventilation plate into the system. Push the side tabs down on the ventilation plate, if
necessary, for proper installation (Figure 9).

Side Tabs

Side Tabs

Figure 9: Re-installing the Ventilation Plate
14. Reverse step 3 or step 2 to re-install the heater head plate and cover.

NOTE: If the heater reflector screw or nut is lost, you can order the reflector screw by GE part number
0140-6124-114 and the nut by GE part number 6600-0382-400.
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