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INDICATIONS FOR USE:
For intraosseous access anytime in which vascular access is difficult to obtain in emergent,
urgent or medically necessary cases.

INSERTION SITES:
ADULTS

PEDIATRICS
® Proximal humerus ® Proximal humerus
® Proximal tibia ® Proximal tibia
 Distal tibia  Distal tibia

® Distal femur

CONTRAINDICATIONS FOR USE:
® Fracture in target bone.
® Previous, significant orthopedic procedure at the site, prosthetic limb or joint.
© 10 access (or attempted IO access) in targeted bone within past 48 hours.
® Infection at the area of insertion.
© Excessive tissue (severe obesity) and/or absence of adequate anatomical landmarks.

MRI SAFETY INFORMATION
MR Conditional
Non-clinical testing has demonstrated that Teleflex's Arrow® EZ-I0® Needle Set is MR
Conditional. A patient with these devices can be safely scanned in an MR system meeting the
following conditions:

e Static magnetic field of 1.5-Tesla (1.5 T) or 3-Tesla (3 T).

e Maximum spatial field gradient of 4,000 G/cm (40 T/m).

e Maximum MR system reported, whole body averaged specific absorption rate (SAR)

of 2.0 W/kg (Normal Operating Mode).

RF HEATING
Under the scan conditions defined above, Teleflex's Arrow® EZ-I0® Needle Set™ Needles are
expected to produce a maximum temperature rise less than or equal to 5.1 °C after 15 minutes of
continuous scanning.
MR Artifact
In non-clinical testing, the image artifact caused by Teleflex's Arrow® EZ-I0® Needle Set,
extends approximately 6.3 cm from the device when imaged with a spin-echo or gradient-echo
pulse sequence in a 3 T MRI system.

WARNINGS AND PRECAUTIONS FOR
EZ-10® INTRAOSSEOUS VASCULAR ACCESS SYSTEM:
CAUTIONS:

e Use aseptic technique.
o Check skin, adipose and muscle thickness before insertion.



® Extra care should be taken during insertion and site monitoring when used in patients with
bone diseases that increase the likelihood of fracture, extravasation and dislodgement.

* Do not recap Needle Sets or reconnect separated components. Use biohazard and sharps
disposal precautions. Re-use of contents may cause cross-contamination, leading to patient
risk and complication(s).

e Before administering vesicant, toxic, or highly-concentrated drugs, check the I0 Cannula again
for placement and patency.

e Use caution with chemotherapeutic agents.

® Monitor I0 site/limb/infusion frequently for any signs of extravasation/infiltration, localized
inflammation, changes in infusion rates or dislodgement, particularly in the first half hour
after insertion, anytime the I0 Cannula is manipulated or after patient transport, and during
infusion of vasopressors, vesicants, and bolus or with high infusion rates and high pressure,
but at least hourly during all infusions. This is especially important for all high-risk patients
(elderly, pediatric, patients in shock, coagulopathies, decreased immunity, obese, etc).

® Post-I0 cannula removal, a delayed complication can occur. Instruct patients and caregivers
to return patient to the hospital for any problems in the limb to include a change in the
limb appearance (discoloration, swelling), pain, warmth, paresthesias, fever, and prolonged
discomfort.

e Complications for individuals with co-morbidities that increase risk of infection or other I0
access related complications may be at a higher rate than in patients lacking co-morbidities.
This risk may increase with a longer dwell/ time the device is in place.

® Do not leave the Cannula inserted for longer than 72 hours.

® Needle Sets are single use only; serious medical consequences (e.g. life-threatening infection)
and reduced performance (e.g. blunted needles) may occur if compliance to this warning is
not followed.

* Read all warnings, precautions, and instructions prior to use. Failure to follow these
instructions and associated clinical educational materials may lead to patient or provider
injury or death.

e 10 infusion pain varies from mild to severe. Pain may be mitigated with a slow infusion of
preservative-free and epinephrine-free lidocaine, before initial flush; and other analgesics
appropriate to each patient’s clinical situation.

® Potential side effects include pain, inflammation, bleeding at the insertion site, extravasation,
infiltration, infection, osteomyelitis, compartment syndrome.

EZ-10® NEEDLE SETS: DESCRIPTION
e Comprised of Cannula with Luer-lock connection, Stylet, Safety Cap.
® 15 gauge, 304 stainless steel in 15 mm, 25 mm and 45 mm lengths.
e Sterile, non-pyrogenic, in protective packaging.
o Intended for use with EZ-I0® Power Driver.
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EZ-10° Power Driver and EZ-I0® Needle Sets: Description

EZ-10® 45 mm Needle Set: >40 kg

B et
EZ-10® 25 mm Needle Set: >3 kg

So—
T,ﬂ—. rr-—-
ﬁ’f\ EZ-10® 15 mm Needle Set: 3-39 kg
Cannula Hub Stylet
— - - ]

Safety Cap
Insertion Instructions
For additional clinical educational resources please visit Teleflex.com/EZIOeducation

1. Clean insertion site per institutional protocol/policy.
2. Prepare supplies.
a. Prime EZ-Connect® Extension Set.
e Unlock clamp.
® Prime set and purge air.
b. Open EZ-Stabilizer™ Dressing package.
3. Attach EZ-I0® Needle Set to EZ-I0® Power Driver and remove Safety Cap from Cannula.
IMPORTANT: Only handle EZ-I0® Needle Set by the plastic Hub.
IMPORTANT: Control patient movement prior to and during procedure.
4. Push EZ-I0® Needle Set through skin until tip touches bone. 5 mm of the Cannula (at
least one black line) must be visible outside the skin.



10.
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IMPORTANT: The most accurate determinant of correct needle selection is use of depth
markings. Black depth marks on each cannula function as depth measuring guides to
determine soft tissue depth lying bone (see above).

Squeeze trigger and apply gentle, steady pressure.

IMPORTANT: DO NOT USE EXCESSIVE FORCE.

Note: If EZ-IO® Power Driver stalls and EZ-IO® Needle Set will not penetrate the bone, operator
may be applying too much downward pressure to penetrate bone.

Note: In the event of an EZ-IO® Power Driver failure, disconnect the EZ-IO® Power Driver, grasp
the EZ-I0® Needle Set Hub by hand and advance into the medullary space while twisting back and

forth.

Advance EZ-I0® Needle Set and release Trigger.

Pediatrics: Release Trigger when sudden “give” or “pop” is felt, indicating entry into
medullary space.

Adults: Advance EZ-I0® Needle Set approximately 1 cm after entry into medullary space; in
proximal humerus for most adults Cannula should be advanced until Needle Hub is flush or
against the skin (this may be more than approximately 1 cm).

Stabilize Needle Set Hub, disconnect EZ-IO® Power Driver, and remove Stylet.
Place Stylet into NeedleVISE® for sharps containment.

Note: Place the NeedleVISE® on a flat stable surface. Immediately following use of a needle, use a
one-handed technique holding the stylet hub, firmly insert the sharp pointed tip straight down into
the opening in the NeedleVISE® until it stops. Do not hold NeedleVISE® with free hand. Dispose of
opened sharp into NeedleVISE® whether or not it has been used.

Obtain samples for lab analysis, if needed.

Note: Only attach a Syringe directly to the EZ-IO® Cannula Hub when drawing blood for laboratory
analysis (stabilize Cannula) or removal.

Place EZ-Stabilizer™ Dressing over Cannula Hub.
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13.

14.

15.

16.

Note: Use of the EZ-Stabilizer™ Dressing is strongly recommended for all EZ-I0®
Needle insertions.

For patients responsive to pain, consider 2% preservative-free and epinephrine-free
lidocaine (intravenous lidocaine), follow institutional protocols/policy.

a. Local anesthetics intended for the medullary space must be administered very slowly
until desired anesthetic effect is achieved.

Attach a primed EZ-Connect® Extension Set to the Hub, firmly secure to Cannula Hub by

twisting clockwise, ensure clamp is open.

Note: Do NOT use any instruments to tighten connections.

Note: To prevent valve damage, Do NOT use needles or blunt cannula to access the swabable
valve. Non-standard syringes or connectors can damage the swabable valve.

Note: Operator may use a sterile alcohol wipe, to swab the EZ-Connect® Extension Set valve
and let it air dry.

Attach EZ-Stabilizer™ Dressing by pulling the tabs to expose the adhesive and adhere to
skin. Secure the affected limb to minimize movement and risk of dislodgement; ambulation
is discouraged. Use caution moving patients.

a.  Proximal humerus: Secure arm in adducted position (with the patient’s arm close to
body), or across the abdomen using immobilizer or alternate method.

b.  Distal Femur: Stabilize extremity and secure site with leg outstretched to ensure knee
does not bend using leg board or alternate method.

c. Proximal and distal tibia: Minimize potential for cannula movement when necessary
with use of leg board or alternate method in pediatric patients.

Flush the EZ-I0® Cannula with normal saline (0.9% Sodium Chloride)(5-10 mL for adults; 2-5 mL

infant/child).

a.  Prior to flush, aspirate slightly for visual confirmation of bone marrow.

b.  Failure to appropriately flush the EZ-I0® Cannula may result in limited or no flow.
Repeat flush as needed.

c. Once EZ-I0® Cannula has been flushed, administer fluids or medications as indicated.

Confirm Cannula placement with the following recommended methods:
®  Stability of Cannula in the bone.

® Ability to aspirate after flush.

® Adequate flow rate.

Document date/time of insertion and apply wristband.

CAUTION: Monitor insertion site frequently for extravasation.

6



To remove EZ-I0® from patient:

a.  Remove EZ-Connect® Extension Set.

b.  Lift & remove EZ-Stabilizer™ Dressing.

c.  Attach Luer-lock Syringe to Hub of Cannula. Maintain
axial alignment and rotate clockwise while pulling
straight out. Do NOT rock or bend the Cannula.
Improper technique may cause cannula to break.

d.  Once removed, immediately place Syringe/Cannula in
appropriate sharps container.

e. Dress site per institutional protocol/policy.

Note: If the Cannula or Needle set breaks during or after placement in the patient, attempt

to grasp the cannula that remains in the patient with a hemostat and remove by gently

pulling while simultaneously rotating. If broken cannula is not accessible, obtain X-Ray and
have physician determine if and how it should be removed as a foreign body.

Education and training materials available at ArrowEZIO.com

° For Instructions for Use visit: www.teleflex.com/IFU
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® ® EZ-10° KEMIK iCi VASKULER
©® @ ERISIM iGNELERI

Kullanma Talimati
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KULLANIM ENDIKASYONLARI:
Vaskdiler erisimin elde edilmesinin zor oldugu acil, 56nemli veya tibbi acidan gerekli vakalarda
istenilen anda kemik ici erisim icin.

iNSERSIYON BOLGELERI:

YETISKINLER PEDIATRIKLER

o Proksimal humerus © Proksimal humerus
 Proksimal tibia © Proksimal tibia

o Distal tibia o Distal tibia

o Distal femur

KULLANIM KONTRENDIKASYONLARI:
o Hedef kemikte fraktir.
Bolgede 6nceden dnemli ortopedik islem, protez uzuv veya eklem.
* Son 48 saat icinde hedeflenen kemige 10 (kemik ici) erisim (veya IO erisim girisimi).
Insersiyon alaninda enfeksiyon.
Asin doku (ciddi obezite) ve/veya yeterli anatomik isaretlerin olmamasi.

MRG GUVENLIK BiLGiSi
MR Kosullu i
Klinik olmayan testler Teleflex'in Arrow® EZ-I0® igne Setinin MR Kosullu oldugunu gostermistir.
Bu cihazlarin bulundugu hasta bir MR sisteminde su kosullar altinda glivenle taranabilir:

e 1,5Tesla(1,5T) veya 3 Tesla (3 T) statik manyetik alan.

® 4.000 G/cm (40 T/m) maksimum uzaysal gradiyent alan.

* Maksimum MR sistemi tarafindan bildirilen tim viicut ortalama spesifik absorpsiyon

orani (SAR) 2,0 W/kg (Normal Calistirma Modu).

RFISITMA
Yukarida tanimlanan tarama kosullari altinda Teleflex'in Arrow® EZ-I0® igne Seti ignelerinin
15 dakika stirekli taramadan sonra 5,1 °C veya daha az maksimum sicaklik tiretmesi beklenmektedir.
MR Artefakti
Klinik olmayan testlerde, Teleflex'in Arrow® EZ-IO® igne Setinin neden oldugu gériintii artefakti,
3T MRG sisteminde spin-eko veya gradiyent-eko puls dizisi ile gériintiilendiginde cihazdan
yaklasik 6,3 cm uzar.

EZ-10° KEMIK iCi VASKULER ERi§iM
SISTEMI iCiN UYARILAR VE ONLEMLER: A
DIKKAT:
o Aseptik teknik kullanin.
* Insersiyon dncesinde cilt, yag ve kas kalinhgini kontrol edin.
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Frakttir, ekstravazasyon ve yerinden oynama ihtimalini artiracak kemik hastaliklari olan

hastalarda kullanildiginda insersiyon ve bolgenin izlenmesi sirasinda ekstra dikkatli olunmalidir.

igne Setlerinin kapagini tekrar takmayin veya ayrilan bilesenleri tekrar birlestirmeyin.
Biyolojik agidan tehlikeli ve kesici aletlerin atilmasiyla ilgili 5nlemlerden yararlanin.
Icerigin tekrar kullaniimasi capraz kontaminasyona neden olarak, hastanin tehlikeye
girmesine ve komplikasyon(lar)a yol acabilir.

Vesikant, toksik veya yiiksek konsantrasyonlu ilaclan vermeden énce iO kaniiliini yerlesim

ve patensi agisindan tekrar kontrol edin.
Kemoterapi ajanlariyla dikkatli olun.
Ozellikle insersiyondan sonra ilk yarim saat icinde, ama tiim infiizyonlar sirasinda en az

saatte bir, 10 kaniil maniptile edilince veya hastanin nakledilmesinden sonra ve vazopresor,
vesikant ve bolus infiizyonu sirasinda ya da ytiksek infiizyon hizlarinda ve yiiksek basingta,

10 bolgesini/uzvu/infiizyonu sik sik herhangi bir ekstravazasyon/infiltrasyon, lokalize
inflamasyon, infiizyon hizlarinda degisiklik veya yerinden ¢ikma agisindan izleyin. Bu,
ozellikle tiim yiksek riskli hastalar (yasli, pediatrik, sok geciren hastalar, koaglopatiler,
azalmis bagisiklik, obez vb.) icin 6Gnemlidir.

10 kandilii gikarma isleminden sonra gecikmis bir komplikasyon gériilebilir. Uzuv
goriintlistinde degisiklik (renginde solma, sisme), agri, 1sinma, yanma/karincalanma,
ates ve uzun stireli rahatsizlik gibi uzuvda herhangi bir sorun olmasi halinde hastayi
hastaneye getirmeleri konusunda hastalari ve bakicilari uyarin.

Komorbiditeli bireylerde, enfeksiyon riskini veya IO erisim baglantili diger komplikasyonlarin
riskini artiran komplikasyonlar, komorbiditesiz hastalara kiyasla daha yiiksek oranda olabilir.

Bu risk, cihazin yerinde daha uzun kalmasiyla/stiresiyle artabilir.
Kaniilli 72 saatten daha uzun siire takili olarak birakmayin.
igne Setleri sadece tek kullanimliktir; bu uyariya uyulmazsa ciddi tibbi sonuglar (&rn.,

yasami tehdit eden enfeksiyon) ve performans diiststi (6rn., kiint igneler) ortaya cikabilir.

Kullanmadan 6nce tim uyarilari, nlemleri ve talimati okuyun. Bu talimata ve iliskili
klinik egitim materyallerine uymamak, hastanin veya saglayicinin yaralanmasina veya
oltimune yol acabilir.

i0 infiizyon agrisi, orta siddetten adir siddete degisir. Agr, ilk yikama éncesinde,
koruyucu icermeyen ve epinefrin icermeyen lidokainin (ve her hastanin klinik durumui
uygun baska analjeziklerin) yavas infiizyonuyla hafifletilebilir.

Potansiyel yan etkiler arasinda agri, enflamasyon, insersiyon bélgesinde kanama,

na

ektravazasyon, infiltrasyon, enfeksiyon, osteomiyelit ve kompartman sendromu yer alir.

EZ-10® iGNE SETLERI: TANIM

Luer-lock baglantili Kandil, Stile, Emniyet Kapagini icerir.

15 mm, 25 mm ve 45 mm uzunluklarda, 15 gauge, 304 paslanmaz celik.
Steril, pirojenik olmayan, koruyucu ambalaj icinde.

EZ-10® Giig Surucusd ile kullanmak icin.
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EZ-10° Giig Siiriiciisii ve EZ-10° igne Setleri: Tanim

EZ-10°® 45 mm igne Seti: 240 kg

AR e et it

EZ-10® 25 mm igne Seti: 23 kg

e
",3—.. b
ﬁ":\ EZ-10® 15 mm igne Seti: 3-39 kg
Kaniil Gobek Stile
e
—— o ——— e —_— o |

Emniyet Kapagi
insersiyon Talimati

ilave klinik egitim kaynaklari icin liitfen Teleflex.com/EZIOeducation adresini ziyaret edin

1. insersiyon bélgesini kurum protokoliine/politikasina gére temizleyin.
2. Malzemeleri hazirlayin.
a. EZ-Connect® Uzatma Setinden sivi gegirin.
o Klempin kilidini agin.
o Setten sivi gegirin ve havasini alin.
b. EZ-Stabilizer™ Pansuman paketini acin.
3. EZ10®igne Setini EZ-I0® Gii¢ Siirliciisiine takin ve emniyet kapagini Kaniilden cikarin.
EZ-10® igne Setini yalnizca plastik gébekten tutun.
lem &ncesinde ve sirasinda hastanin hareketini kontrol altinda tutun.
4. EZ-10® i@ne Setini, ucu kemige dokunana kadar, cilt icinden itin. Kandilin 5 mm’lik kismi
(en azindan bir siyah ¢izgi) cildin disinda gorintir olmalidir.
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ONEMLI: Dogru igne secimini
iild

i belirlemek icin derinlik 6lgme
Tetigi sikin ve yavasca, sabit bir baskiyla uygulayin.

ONEMLI: ASIRI GUG UYGULAMAYIN.

Not: £Z-I0® Giig Siiriiciisii durur ve EZ-IO® igne Seti kemige niifuz etmezse, kullanici, kemige
niifuz etmek icin asagi yonde fazla miktarda baski uyguluyor olabilir.

Not: EZ-I0® Giig Siiriiciistiniin arizalanmasi durumunda, EZ-IO® Gig Siirdictisiiniin

baglantisini kesin, EZ-I0® [gne Seti gbegini elinizle kavrayin ve ileri-geri déndiirerek
mediiller bosluga ilerletin.

1 gibi gorev yapar.

EZ-10® igne Setini ilerletin ve tetigi serbest birakin.

Pediatrik: Mediiller bosluga girildiginin bir isareti olan ani bir “esneme” veya “hoplama”
hissedilince tetigi serbest birakin.

Yetiskinler: Mediiller bosluga girdikten sonra EZ-IO® igne Setini yaklasik 1 cm ilerletin;
cogu yetiskin icin proksimal humerusta kantil, igne gébedi ciltle hizalanana veya cilde
dayanana kadar (bu yaklasik 1 cmden fazla olabilir) ilerletiimelidir.

igne seti gébegini stabilize edin, EZ-I0® Gii¢ Striictisiiniin baglantisini kesin ve stileyi ¢ikarin.
Stileyi kesici aletleri muhafaza eden NeedleVISE® icine yerlestirin.

Not: NeedleVISE® diiz, stabil bir yiizey iizerine koyun. Igne kullaniminin hemen ardindan,
tek elinizi kullanarak stile gébegini tutun ve keskin sivri ucu durana kadar NeedleVISE®'in
agikhgindan igeri, saglam bicimde diimdiiz sokun. NeedleVISE®' serbest elinizle tutmayin.
Acilmis olan kesici aleti, kullaniimis olsun veya olmasin, NeedleVISE® icine atin.

Gerekirse, laboratuvar analizi i¢in 6rnekler alin.

Not: £Z-I0® kaniil g6begine dogrudan bir siringayi ancak laboratuvar analizi icin kan alirken
(kantilii stabilize edin) veya cikarirken takin.

Kaniil gébegi iizerine EZ-Stabilizer™ Pansuman yerlestirin.
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Not: Tiim EZ-IO® [gine insersiyonlari igin EZ-S: ™ Pansuman kullanil kuvvetle énerilir.

Agriya duyarli hastalar icin %2 koruyucu icermeyen ve epinefrin icermeyen lidokain

(intravenoz lidokain) kullanmayi dikkate alin; kurum protokollerine/politikasina uyun.

a.  Mediiller bosluk icin amaglanan lokal anestezikler, istenilen anestezik etkisi elde
edilene kadar ¢ok yavas uygulanmalidir.

Sivi gegirilmis EZ-Connect® Uzatma Setini gobege takin, saat yoniinde dondiirerek kantil
gobegine sikica sabitleyin, klempin agik oldugundan emin olun.

Not: Baglantilari skmak icin herhangi bir alet KULLANMAYIN.

Not: Valf hasarini dnlemek igin, silinebilir valfe erismek amaciyla igneler veya kiint kanil
KULLANMAYIN. Standart olmayan siringalar veya konektérler, silinebilir valfe hasar verebilir.
Not: Kullanici, EZ-Connect® Uzatma Seti valfini silmek icin steril bir alkollii mendil kullanabilir
ve havada kurumaya birakir.

EZ-Stabilizer™ Pansumani uygulamak iin cikintilardan cekerek yapiskani agiga cikarin
ve cilde yapistirin. Hareketi ve yerinden oynama riskini en aza indirmek icin etkilenen
uzvu sabitleyin; ambiilasyon tesvik edilmez. Hastalar dikkatlice hareket ettirin.

a.  Proksimal humerus: Kolu immobilizer ya da alternatif bir yontem kullanarak

addiikte edilmis pozisyonda (hastanin kolu gévdeye yakin olacak sekilde) veya
karin tizerinde sabitleyin.

b. Distal Femur: Ekstremiteyi stabilize edin ve bacak tahtasi veya alternatif bir yontem
kullanarak dizin bikilmemesini saglayacak sekilde bacagr uzatarak bolgeyi
glivenceye alin.

c. Proksimal ve distal tibia: Pediatrik hastalarda bacak tahtasi veya alternatif yontem
kullanarak gerektiginde kanl hareketi potansiyelini en aza indirin.

EZ-I0® Kandilii normal salinle (90,9 Sodyum Klortir) (yetiskinler icin 5-10 ml; bebek/cocuk

icin 2-5 ml) yikayin.

a.  Yikama islemi 6ncesinde kemik iligini gorsel olarak dogrulamak icin cok az aspire edin.

b. EZ-I0® Kaniliini uygun sekilde ylkamamak, akisin kisitli olmasina veya hig
olmamasina yol agabilir. Gerekirse yikama islemini tekrarlayin.

c.  EZ-10® Kaniilt yikaninca, sivilari veya ilaclar endike oldugu sekilde uygulayin.
Asagidaki 6nerilen yontemlerle kaniliin yerlestirilmesini dogrulayin:

e Kanuliin kemik icindeki stabilitesi.

* Yikama isleminden sonra aspirasyon becerisi.

e Yeterli akis hizi.

insersiyon tarihini/saatini belgelendirin ve bileklik takin.

DIKKAT: insersiyon bélgesini ekstravazasyon agisindan sik sik izleyin.
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EZ-10®yu hastadan ¢ikarmak
a.
b.
[

d.

e.

EZ-Connect® Uzatma Setini ¢ikarin.

EZ-Stabilizer™ Pansumani kaldirp ikarin.

Kaniil gébegine Luer-lock siringa takin.

Eksenel hizalamayi koruyarak ve saat yoniinde
dondirerek diimdiz cekip cikarin. Kanili
SALLAMAYIN veya BUKMEYIN. Uygun olmayan
teknik, kantlin kinlmasina neden olabilir.
Cikarilinca siringayi/kanilii hemen uygun bir kesici
alet kabina koyun.

Bélgeyi kurum protokoliine/politikasina uygun olarak pansumanla kapatin.

Not: Hastaya yerlestirme slrasmda veya sonmsmda kaniil veya igne seti kirilirsa, hastada
kalan kaniilii bir h ile ya calisin ve déndtirerek ayni anda yavasca cekip
¢ikarin. Kirilan kantile erisilemiyorsa, rontgen goriintiisii alin ve yabanci bir madde olarak
cikarilmasi gerekip gerekmedigini ve gerekiyorsa nasil ¢ikarilmasi gerektigini bir doktorun
belirlemesini saglayin.

retici ve egitici malzemeler su adreste mevcu rrowEZ10.com

o Kullanma talimati icin su adresi ziyaret edin: www.teleflex.com/IFU
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