i/ ElqiL
| [ewxoid

1$a1Q JEl|| |
Jous)sod |
pue Jousuy

A

Apog

shiawnH
|ewixold

LABELING SYMBOLS

1- Reference#, Part# or Catalog#
2- Lot Number
- Read Instructions for Use (IFU)
- Sterile Product Radiation
- EXP Z Expiration or Use By Date

®9

Single Use Single Use, Single Patient

®~L

Manufactured By

Prescription Use Only

© 0 N o o b~ W

Magnetic Resonance Unsafe

ARTERIOCYTE

Helping Patients Heal Faster®

45 South Street « Hopkinton, MA 01748
AMS95066LBL Rev. 1.0 866-660-2674
07/06/2015 www.arteriocyte.com

leigayan 7

Apog [eigala/ JequinT .
BIqIL [eWIXO0ld «
SNJBWNKH [BWIX0.d «
1S8.0) 2Bl|| JoLI8)SOd «
1S8.10) OBl|| JOUBUY «

:S31IS NOILYASNI

‘suone|nbal pue sme| a|qeoldde
yim aoueploooe ul sjusuodwod Aelj pajeloosse
pue }8S e|nuue) ay} Jo asodsiq "uoljeuILIEIUOD

J0 Aunfur Jusaaid [jIm yoiym Jauuew e ul 189S ejnuue) ay}
a|pueH "pJezeyolq e juasaid Aew jonpoud sy} ‘pasn asuQ .
"SJUBWIUOIIAUS Y\ Ul 8jesun si
we)sAg einuue) uolelidsy moliey auog gbuluybi] ayy »
(4o0Z 1 03 400) Do8Y 0} Do8 - :90EIO)S »
‘ueloisAyd e Jo Japlo ay) uo
Jo AqQ B[es 0} 82IA8p SIY} S}OSal MeT [elapad — uone) .
AluQ @sn Xy «
"0€ ueyy Jajealld |INg yim
sjuanjed yum asn ul pasioiaxa ag isnw uonne |e10ads «
"sjuaned ||e uo uolasul
18S B|NUUED [BNUBW 9J40}8Q SSBUMDIY} UIYS 308y «
‘(s)uoneoldwos pue ysu jusied o) Buipes|
‘uoneuUIWRIUOD SSOJO BSNED ABW SJUBIUOD JO BSN-3Y «
‘3ZITY31S34 LION Od -
'3SN3d LON OQ -

AluQ asn albulg «

‘anbiluyoa) a|l18)s ondese asn

‘suonnedald [esodsip sdieys pue plezeyoiq asM »

‘sjusuodwod sjeledss 10 s}og elnuue) dedal |ON OQ »
‘PajedIpUl 8BS0} UBy)

J8Y}0 suoneoo| je Asdoiq Jo uonelaidse o) 3N LON OQ
‘Asdoiq pue uonelidse moliew dauog JO SUOIEIIPUIBIUOD
pue ‘suoieolpul ‘suonejwl| ‘suoiesidwod

ay} yum Jeljiwey sueiul)d Ag pasn aq Ajuo pjnoys wajsAs .

:SONINYVM

sinoy gy }sed ay} ul 8IS }B SN0SSSOBIU| »

ol o qui| anayisoud
‘alis a8y} Je ainpaooud oipadoyrio Juesyiubis ‘snoinald «
UOIJBSUI JO BalE 8Y} Je UOIJOdJU| «
sisolodoalsQ

(s»sewpue) |esiwoleue ajenbape
JO 9ouUasqge Jo/pue AlSago S19A8S) BNSSI) DAISS9IXT «
ainjoeld .

:3SN ¥O0d SNOILVIIANIVILNOD

‘Apoq uewny ay}
Ul [el8)ew MOLJew duog SNOJSIA JO uoljelidse snoassoe.jul
8y} Ul 8sh 1o} papuslul SI WasAS ejnuue) uolnedidsy
MOUIel\ auog gbululybi] sweysAg |eoipajy 83hooueuy 8y

:3SN A3AN3LNI

‘pabewep Jo uado si ebeyoed Ji 8sn jou og 'ATNO
8sn 8|Bulg, Jo4 "pajepleA usaq 10U Sey 821A8p 8y} JO UoNEeZ
-|is}s-al pue 34T LS Papiroid SI 99IA8p BYL "9-0L JO VS
ue Josw 0] uonelpedll-ewwed sI poylaw uonezijels ay |

‘(wayn) apiwusyleAlod papjow ale sjeLajew
gny ay] ‘|1o9)s ssajuie}s apelb [eolbins Qg Wol} painjoe}
-nuew aJe wajsAg gbuiulybi auy jo (4ebunid % |juQ Jesod]
‘aA99|g ejnuue)) sjusuodwod |elow [y Jebunid e pue
[luQ Jeodol] e ‘eAs9|S ejnuue) pajenpelb e spnjoul 0} 189S
ejnuue), e se 371Y31S pabeyoed ale ss|pasu ay] "ainp
-9001d U01}09||09/uolRIIdSE MOJIEW SUOQ SNOJSIA B Bulnp
uolesuUl 8uoq pJey Joj JoAUp Jemod, ||LIp B Jo ash 8y} smo|je
1.y} (WwsoL 8 08 ‘S J0 Apualind) syibus| SNoLeA Ul Wa)sAs
a|paau ejnuue) abnel-1| ue si Wa)sAg ejnuue) uonelidsy
MouIep\ auog gbuluybi] swaisAs |esipajy 8jhoousuy Sy L

‘NOILdIYOS3a 3J0IA3a
sjusuodwon ejnuuen uonelidsy moriep auog Buiuyybi

Jabun,
Id Alquwassy ejnuuey

% ejnuue)y 1e30l)
L

/ Lightning Needle™
w
v Bone Marrow Aspiration Cannula

Instructions
For Use

ARTERIOCYTE

Helping Patients Heal Faster™



INSTRUCTIONS FOR USE:

IMPORTANT: The following instructions are NOT meant to define or suggest a
medical or surgical technique. The clinician is responsible for the proper
procedure(s), site(s) and technique(s) used with this device.

Utilizing Sterile Technique, perform the following steps:
1. Palpate and locate entry point.*
2. Using aseptic technique, prep the skin.
3. If desired, apply local anesthetic to prepped area.
4. With a #11 or #15 blade sterile scalpel, make a small stab incision at the entry point.*
5. Remove the Lightning cannula assembly, plunger and driver adapter from their sterile
packaging.
6. Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:
6a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the driver drill. See Figure 1.

Figure 1:
Driver adapter
hexagonal end
being inserted
into driver drill.

6b. Ensure that the driver adapter is engaged into the driver drill as much as possible
(until round portion of driver adapter makes contact with front end of drill chuck jaws).
6c. Tighten the jaws of the drill chuck around the driver adapter. See Figure 2.

Figure 2:

Driver adapter
engaged into drill
chuck fully with
jaws tightened.

6d. Ensure driver adapter is properly captured in driver drill chuck (attempt to pull driver
adapter away from drill chuck). If driver adapter moves when pulled upon, retighten
drill chuck until no movement in driver adapter is felt.

7. Leaving the Lightning cannula assembly intact, carefully remove the protective cap, then

thoroughly coat the cannula shaft with 3 to 5¢cc’s of anticoagulant.

IMPORTANT: Be careful to maintain sterile technique.

8. Securely attach the Lightning cannula assembly to driver adapter. See Figure 3.

Figure 3:
Lightning cannula
assembly attached
to driver adapter.

9. Place the Lightning cannula assembly through the stab incision placing the trocar point on
the cortical bone.*

IMPORTANT: Control the patient’s movement prior to and during cannula assembly
insertion.

10. Utilizing a drill with a speed range of 1000 to 3000 RPM (optimum speed of 1500 RPM),
activate the driver drill and apply gentle, steady pressure until cortex is penetrated.

11. When cortical wall is penetrated, advance the Lightning cannula assembly an additional
210 2.5cm to assure the cannula’s fenestrations lie within cancellous bone.

12. Remove driver drill with attached drill adapter from the Lightning cannula assembly.
IMPORTANT: To assure the Lightning cannula assembly remains properly seated,
apply gentle downward finger pressure on the trocar hub while removing the drill.
13. Remove the trocar from the Lightning cannula assembly by turning the trocar hub
counter-clockwise one and one half turns.

14. Insert the Lightning plunger through the cannula hub and seat fully. Plunger hub will
abut the cannula hub when fully seated. Slight to medium pressure may be required to fully
seat plunger.

15. Remove plunger.

16. Attach syringe to Luer Lock on the cannula hub. Begin marrow aspiration by gently
pulling back on syringe plunger. Slight downward pressure on the cannula will assure its
stability.

IMPORTANT: Do not pull back on syringe body as this may destabilize the cannula.
17. Repeat step #16 as needed to collect the desired amount of marrow.

18. When desired amount of marrow is obtained, remove the Lightning cannula by securely
reattaching the trocar hub to the cannula hub Luer Lock. Once securely attached, apply
gentle outward traction.

IMPORTANT: Do not rock or bend Lightning cannula assembly during removal.

19. Once the Lightning cannula assembly, plunger and drill adapter are no longer needed,
discard all pieces in an appropriate sharps container.

20. Dress insertion site as needed.

*Refer to Individual Site Surgical Technique

SURGICAL TECHNIQUE - ANTERIOR ILIAC CREST

1) Position patent in supine position, palpate borders of anterior iliac crest.
2) Select entry point two (2) fingerbreadths cranial to anterior superior iliac spine. Choose
a medial/lateral entry point in the widest portion of the iliac crest.
3) Using aseptic technique, prep the skin.
4) If desired, apply local anesthetic to the prepped area.
5) Make a stab incision with a #11 or #15 blade sterile scalpel.
6) Remove cannula assembly set and driver adapter from their sterile packages
7) Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:
7a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the driver drill.
7b. Ensure that the driver adapter is engaged into the driver drill as much as possible
(until round portion of driver adapter makes contact with front end of drill chuck jaws).
7c. Tighten the jaws of the drill chuck around the driver adapter.
7d. Ensure driver adapter is properly captured in drill chuck (attempt to pull driver adapter
away from drill chuck). If driver adapter moves when pulled upon, retighten drill chuck
until no movement in driver adapter is felt.
8) Securely attach cannula assembly with protective cap to driver adapter.
9) Carefully remove the protective cap and position cannula assembly over the entry point
at a 90-degree angle to the bone.
IMPORTANT: Be careful to maintain strict sterile technique.
IMPORTANT: Control the patient’s movement prior to and during cannula assembly
insertion.
IMPORTANT: Ensure at least 5mm of the cannula is visible.
10) Activate driver drill by squeezing the trigger. Insert the cannula assembly into the bone
with gentle, steady downward pressure. Advance cannula assembly and penetrate cortical
wall (slight release of pressure will be felt). Continue insertion to first etched depth line on
cannula. Release drill trigger and stop insertion process.
11) Remove drill and driver adapter from cannula assembly by pulling outward. Slight
downward pressure on the cannula will assure its stability.
12) Remove trocar from cannula assembly by turning trocar counter-clockwise one and one
half turns and pull back. Confirm cannula stability.
13) Insert plunger into cannula, seat fully. Gently remove plunger.
14) Attach syringe to Luer lock hub on cannula, begin marrow aspiration by gently pulling
on syringe plunger. Slight downward pressure on the cannula will assure its stability. DO NOT
PULL BACK ON SYRINGE BODY AS THIS MAY DESTABILIZE THE CANNULA.
15) If additional marrow is required, attach and fill a second syringe or repeat steps 9-12.
If performing a second drilling procedure the cannula may be placed approximately 1cm
adjacent to first entry point.
16) Remove cannula from patient by attaching Luer lock syringe, continuously rotate
clockwise while slowly and gently applying outward traction to cannula. DO NOT ROCK
OR BEND THE CANNULA DURING REMOVAL.
17) Once removed, discard cannula assembly set in appropriate sharps container.
18) Dress site as appropriate.

SURGICAL TECHNIQUE - POSTERIOR ILIAC CREST

1) Position patient in prone position. Palpate midline L/S spine and posterior iliac crest.
2) Locate Posterior Superior lliac Crest (PSIS) and iliac crest borders and select entry point
in cranial third of iliac crest at the widest area from medial/lateral dimension. Avoid caudal
third of iliac crest.
3) Using aseptic technique prep the skin.
4) If desired, apply local anesthetic to the prepped area.
5) Make a stab incision with a #11 or #15 blade sterile scalpel.
6) Remove the cannula assembly set and driver adapter from their sterile packages.
7) Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:
7a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the drill.
7b. Ensure that the driver adapter is engaged into the drill as much as possible (until
round portion of driver adapter makes contact with front end of drill chuck jaws).
7c. Tighten the jaws of the drill chuck around the driver adapter.
7d. Ensure driver adapter is properly captured in drill chuck (attempt to pull driver adapter
away from drill chuck). If driver adapter moves when pulled upon, retighten drill chuck
until no movement in driver adapter is felt.
8) Securely attach cannula assembly with protective cap to driver adapter.
9) Carefully remove the protective cap and position cannula assembly over the entry point
at a 90-degree angle to the bone.
IMPORTANT: Be careful to maintain strict sterile technique.
IMPORTANT: Control the patient's movement prior to and during cannula assembly
insertion.
IMPORTANT: Ensure at least 5mm of the cannula is visible.
10) Activate driver drill by squeezing the trigger. Insert the cannula assembly into the bone
with gentle, steady downward pressure. Advance cannula assembly and penetrate cortical

wall (slight release of pressure will be felt). Continue insertion to first etched depth line on
cannula. Release drill trigger and stop insertion process.

11) Remove drill and driver adapter from cannula assembly by pulling outward. Slight
downward pressure on the cannula will assure its stability.

12) Remove trocar from cannula assembly by turning trocar counter-clockwise one and one
half turns and pull back. Confirm cannula stability.

13) Insert plunger into cannula, seat fully. Gently remove plunger.

14) Attach syringe to Luer lock hub on cannula, begin marrow aspiration by gently pulling
on syringe plunger. Slight downward pressure on the cannula will assure its stability. DO NOT
PULL BACK ON SYRINGE BODY AS THIS MAY DESTABILIZE THE CANNULA.

15) If additional marrow is required, attach and fill a second syringe or repeat steps 9-12.
If performing a second drilling procedure the cannula may be placed approximately 1cm
adjacent to first entry point.

16) Remove cannula from patient by attaching Luer lock syringe, continuously rotate
clockwise while slowly and gently applying outward traction to cannula. DO NOT ROCK
OR BEND THE CANNULA DURING REMOVAL.

17) Once removed, discard cannula assembly set in appropriate sharps container.

18) Dress site as appropriate.

SURGICAL TECHNIQUE - PROXIMAL TIBIA

1) Palpate and locate the proximal Tibia tubercle.
2) Select optimal entry point approximately two (2) finger breaths distal and 1" medial to the
proximal tibia tubercle.
3) Using aseptic technique, prep the skin.
4) If desired, apply local anesthetic to the prepped area.
5) Make a stab incision with a #11 or #15 blade sterile scalpel.
6) Remove cannula assembly set and driver adapter from their sterile packages
7) Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:
7a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the driver drill.
7b. Ensure that the driver adapter is engaged into the driver drill as much as possible
(until round portion of driver adapter makes contact with front end of drill chuck jaws).
7c. Tighten the jaws of the drill chuck around the driver adapter.
7d. Ensure driver adapter is properly captured in drill chuck (attempt to pull driver adapter
away from drill chuck). If driver adapter moves when pulled upon, retighten drill chuck
until no movement in driver adapter is felt.
8) Securely attach cannula assembly with protective cap to driver adapter.
9) Carefully remove the protective cap and position cannula assembly over the entry point
at a 90-degree angle to the bone.
IMPORTANT: Be careful to maintain strict sterile technique.
IMPORTANT: Control the patient’s movement prior to and during cannula assembly
insertion.
IMPORTANT: Ensure at least 5mm of the cannula is visible.
10) Activate driver drill by squeezing the trigger. Insert the cannula assembly into the bone
with gentle, steady downward pressure. Advance cannula assembly and penetrate cortical
wall (slight release of pressure will be felt). Continue insertion to first etched depth line on
cannula. Release drill trigger and stop insertion process.
11) Remove drill and driver adapter from cannula assembly by pulling outward. Slight
downward pressure on the cannula will assure its stability.
12) Remove trocar from cannula assembly by turning trocar counter-clockwise one and one
half turns and pull back. Confirm cannula stability.
13) Insert plunger into cannula, seat fully. Gently remove plunger.
14) Attach syringe to Luer lock hub on cannula, begin marrow aspiration by gently pulling
on syringe plunger. Slight downward pressure on the cannula will assure its stability. DO NOT
PULL BACK ON SYRINGE BODY AS THIS MAY DESTABILIZE THE CANNULA.
15) If additional marrow is required, attach and fill a second syringe or repeat steps 9-12.
If performing a second drilling procedure the cannula may be placed approximately 1cm
adjacent to first entry point.
16) Remove cannula from patient by attaching Luer lock syringe, continuously rotate
clockwise while slowly and gently applying outward traction to cannula. DO NOT ROCK
OR BEND THE CANNULA DURING REMOVAL.
17) Once removed, discard cannula assembly set in appropriate sharps container.
18) Dress site as appropriate.

SURGICAL TECHNIQUE - PROXIMAL HUMERUS

) Palpate and locate the proximal humerus tubercle.

) Select optimal entry point.

) Using aseptic technique, prep the skin.

) If desired, apply local anesthetic to the prepped area.

) Make a stab incision with a #11 or #15 blade sterile scalpel.

) Remove cannula assembly set and driver adapter from their sterile packages

) Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:

7a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the driver drill.
7b. Ensure that the driver adapter is engaged into the driver drill as much as possible
(until round portion of driver adapter makes contact with front end of drill chuck jaws).
7c. Tighten the jaws of the drill chuck around the driver adapter.
7d. Ensure driver adapter is properly captured in drill chuck (attempt to pull driver adapter
away from drill chuck). If driver adapter moves when pulled upon, retighten drill chuck
until no movement in driver adapter is felt.
8) Securely attach cannula assembly with protective cap to driver adapter.
9) Carefully remove the protective cap and position cannula assembly over the entry point
at a 90-degree angle to the bone.
IMPORTANT: Be careful to maintain strict sterile technique.
IMPORTANT: Control the patient’s movement prior to and during cannula assembly
insertion.
IMPORTANT: Ensure at least 5mm of the cannula is visible.
10) Activate driver drill by squeezing the trigger. Insert the cannula assembly into the bone
with gentle, steady downward pressure. Advance cannula assembly and penetrate cortical
wall (slight release of pressure will be felt). Continue insertion to first etched depth line on
cannula. Release drill trigger and stop insertion process.
11) Remove drill and driver adapter from cannula assembly by pulling outward. Slight
downward pressure on the cannula will assure its stability.
12) Remove trocar from cannula assembly by turning trocar counter-clockwise one and one
half turns and pull back. Confirm cannula stability.
13) Insert plunger into cannula, seat fully. Gently remove plunger.
14) Attach syringe to Luer lock hub on cannula, begin marrow aspiration by gently pulling
on syringe plunger. Slight downward pressure on the cannula will assure its stability. DO NOT
PULL BACK ON SYRINGE BODY AS THIS MAY DESTABILIZE THE CANNULA.
15) If additional marrow is required, attach and fill a second syringe or repeat steps 9-12.
If performing a second drilling procedure the cannula may be placed approximately 1cm
adjacent to first entry point.
16) Remove cannula from patient by attaching Luer lock syringe, continuously rotate
clockwise while slowly and gently applying outward traction to cannula. DO NOT ROCK
OR BEND THE CANNULA DURING REMOVAL.
17) Once removed, discard cannula assembly set in appropriate sharps container.
18) Dress site as appropriate.

SURGICAL TECHNIQUE - LUMBAR VERTEBRAL BODY

1) Locate pedicle entry point (as per placement of pedicle screws).
2) Remove cannula assembly set and driver adapter from their sterile packages
3) Properly secure the driver adapter to driver drill with the magnet tip exposed. To
accomplish this:
3a. Insert the hexagonal end (end opposite the magnet) of the driver adapter into the
chuck of the driver drill.
3b. Ensure that the driver adapter is engaged into the driver drill as much as possible
(until round portion of driver adapter makes contact with front end of drill chuck jaws).
3c. Tighten the jaws of the drill chuck around the driver adapter.
3d. Ensure driver adapter is properly captured in drill chuck (attempt to pull driver adapter
away from drill chuck). If driver adapter moves when pulled upon, retighten drill chuck
until no movement in driver adapter is felt.
4) Securely attach cannula assembly with protective cap to driver adapter.
5) Carefully remove the protective cap and position cannula assembly over the entry point
at a 90-degree angle to the bone.
IMPORTANT: Be careful to maintain strict sterile technique.
IMPORTANT: Control the patient’s movement prior to and during cannula assembly
insertion.
IMPORTANT: Ensure at least 5mm of the cannula is visible.
6) Activate driver drill by squeezing the trigger. Insert cannula assembly into vertebral body
via pedicle with gentle, steady downward pressure. Cannula assembly is seated when most
proximal fenestrations are within the intraosseous space. Fluoroscopy or x-ray control is
recommended. Release drill trigger to stop insertion process.
7) Remove drill and driver adapter from cannula assembly by pulling outward. Slight
downward pressure on the cannula will assure its stability.
8) Remove trocar from cannula assembly by turning trocar counter-clockwise one and one
half turns and pull back. Confirm cannula stability.
9) Insert plunger into cannula, seat fully. Gently remove plunger.
10) Attach syringe to Luer lock hub on cannula, begin marrow aspiration by gently pulling
on syringe plunger. Slight downward pressure on the cannula will assure its stability. DO NOT
PULL BACK ON SYRINGE BODY AS THIS MAY DESTABILIZE THE CANNULA.
11) If additional marrow is needed, repeat steps 3-10 at an adjacent level or opposite
pedicle.
12) Remove cannula from patient by attaching Luer lock syringe, continuously rotate
clockwise while slowly and gently applying outward traction to cannula. DO NOT ROCK
OR BEND THE CANNULA DURING REMOVAL.
13) Once removed, discard cannula assembly set in appropriate sharps container.





