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APPLICATION & PRECAUTIONS

DESCRIPTION:
The Arrow” OnControl” System utilizes a lithium battery-powered driver to
penetrate the cortical layer of bone while providing controlled insertion of
the needle set. Patented needle sets facilitate the successful collection of
an aspirate or a core. The comprehensive biopsy tray is available in select
markets and includes additional components necessary to perform the
sterile procedure.

INDICATIONS FOR USE:
The Arrow” OnControl® Bone Marrow Aspiration System is intended for bone
marrow aspiration of the iliac crest of adult and pediatric patients. The
Arrow” OnControl” Bone Marrow Biopsy System is intended for bone marrow
core biopsy of the anterior or posterior iliac crest of adult patients.

CONTRAINDICATIONS FOR USE:
The Arrow® OnControl® Bone Marrow Aspiration and Biopsy Systems should
not be used by clinicians unfamiliar with the complications, limitations,
indications, and contraindications of bone marrow aspiration and biopsy.

WARNINGS & PRECAUTIONS:
CAUTION: Use aseptic technique.

CAUTION: Do not recap needle sets or separated
components. Use biohazard and sharps disposal precautions.

CAUTION: Needle sets are single use only; serious medical
consequences (e.qg. life-threatening infection) and reduced
performance (e.g. blunted needles) may occur if compliance
to this warning is not followed. For a complete listing of
these serious medical and performance consequences,
please contact Teleflex.

STORAGE:
Store in a cool dry place.

1A Rev 01 - Comprehensive Tray and Bone Marrow Biopsy IFU.indd 2 1719 9:27 A



COMPONENTS

Power Driver with Cradle:
1. Battery Indicator Light
2. Power Driver

3. Cradle

Sterile Needle Tray:

4. Connector with Sterile Sleeve

5. Ejector Rod (bone marrow
biopsy only)

6. Alignment Guide (bone
marrow biopsy only)

7. Aspiration Needle (purple)
or Biopsy Needle (orange)
with Depth Gauge

8. Manual Handle
(ported biopsy needle only)
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Bone Marrow Biopsy: For bone marrow core biopsy

and aspiration of the anterior and posterior iliac 102 mm
K . 11 ga

crest in adult patients. The needle also features a 152 mm

core capturing thread at the distal tip.

Ported Bone Marrow Aspiration: For bone marrow

aspiration of the anterior and posterior iliac crest in

adult patients. The ported needle features 5 ports at 11 ga 102 mm
the distal end, two proximal black lines indicating

the location of the ports.

Bone Marrow Aspiration: For bone marrow aspiration 11 ga 102 mm

of the iliac crest in pediatric and adult patients.
90 mm

15 ga 68 mm
25 mm
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INSTRUCTIONS FOR USE

1A Rev 01 -

BONE MARROW ASPIRATION

1. Prepare patient.

2. Attach power driver to connector with sterile
sleeve and seal the sterile sleeve closed.
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3. Tighten stylet and hub of the needle.

4. Attach needle set to connector. Note: When correctly inserted you will
feel it secure into place with a “click”.

méé‘w

Comprehensive Tray and Bone Marrow Biopsy IFU.indd 4 1719 9:27 A




5. Locate insertion site with needle set on the periosteum. Note
depth marking. Squeeze trigger to penetrate cortex to medullary
space. DO NOT APPLY EXCESSIVE FORCE TO DRIVER/NEEDLE SET.

6. Detach power driver from needle set and remove stylet.
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7. Collect aspirate. If using the ported needle, you may rotate the
needle using the manual handle after the initial aspirate to collect
additional bone marrow. Two black lines near the needle hub indicate
the location of the ports.
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INSTRUCTIONS FOR USE

BONE MARROW BIOPSY

8. Prior to biopsy, stabilize cannula and slide depth guide down to the desired
depth. Proceed with biopsy. This device is not a stopping mechanism; it is
intended to be used as a visual guide.
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. Proceed with core biopsy, stabilize cannula, re-attach power driver to hub
(Note: When correctly inserted you will feel it secure into place with a
“click”), move depth guide, squeeze trigger, and with a continuous motion,
advance cannula to desired depth. Then with the trigger still engaged,
pull up on power driver until cannula is completely removed from patient.
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10. Insert cannula tip into the alignment guide and insert ejector rod in
the other end. Tap until the sample is loose.
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LIMITED EXPRESS WARRANTY AND DISCLAIMERS

Teleflex warrants to the original end user of the Products only (“End User”) that during the applicable
Warranty Period: (a) the hardware Products will conform with Teleflex's written product specifications
for such Products in all material respects for the shorter of (i) one year after shipment to End User or
(i) the number of uses of such hardware Product as are specified by Teleflex in its written product
specifications, and (b) the disposable Products will conform with Teleflex’s written product specifications
for such Products in all material respects until the expiration date designated therefor on such
disposable Products (collectively, the “Warranty Period"), unless the Products have been subjected to
physical abuse, misuse, abnormal use, use not consistent with Teleflex’s published directions and
instructions for use, fraud, tampering, unusual physical stress, negligence or accidents (“Express
Warranty”). Teleflex does not guarantee that the operation of a hardware Product will be uninterrupted
or error-free. Teleflex will, in its discretion, repair, replace or refund the purchase price to End User for
Product determined by Teleflex to be non-conforming (“Remedies”), provided that End User returns the
nonconforming Product to Teleflex during the applicable Warranty Period, at End User’s expense and first
gives prompt written notice to Teleflex so that Teleflex can issue a Return Material Authorization
(“RMA”) number. Products sent to Teleflex for warranty replacement without a valid RMA number
displayed on the outside of the shipping container may, in Teleflex’s discretion, be returned to End User
at End User’s expense. All returned nonconforming Product become the property of Teleflex. To the
extent permitted by law, Teleflex may repair or replace nonconforming hardware Products (a) with new
or previously used Products or parts equivalent to new in performance and reliability, or (b) with
equivalent Products to an original Product that has been discontinued. Replacement Products (or parts
thereof) are warranted for the remainder of the Warranty Period of the Product they are replacing. THE
REMEDIES DESCRIBED HEREIN SHALL BE END USER'S SOLE AND EXCLUSIVE REMEDY FOR A FAILURE OF A
PRODUCT TO CONFORM TO THE EXPRESS WARRANTY. TO THE MAXIMUM EXTENT PERMITTED BY APPLICABLE
LAW, THE EXPRESS WARRANTY IS THE SOLE AND EXCLUSIVE WARRANTY AND GIVEN IN LIEU OF ALL OTHER
WARRANTIES, WHETHER EXPRESS, IMPLIED OR STATUTORY, INCLUDING WITHOUT LIMITATION THE
IMPLIED WARRANTIES OF MERCHANTABILITY, NON-INFRINGEMENT, FITNESS FOR A PARTICULAR PURPOSE,
SATISFACTORY QUALITY OR SUITABILITY. IF THE DISCLAIMER OF ANY IMPLIED WARRANTY IS NOT
PERMITTED BY APPLICABLE LAW, SUCH EXPRESS WARRANTY IS LIMITED TO NINETY (90) DAYS FROM THE
DATE OF ORIGINAL PURCHASE. OTHER THAN THE EXPRESS WARRANTY, THE PRODUCTS ARE PROVIDED “AS
IS” AND ARE DESIGNED FOR USE SOLELY BY QUALIFIED HEALTHCARE PERSONNEL USING REASONABLE
MEDICAL DISCRETION IN MEDICALLY NECESSARY SITUATIONS. TELEFLEX DISCLAIMS ALL LIABILITY WITH
RESPECT TO THE PRODUCTS ARISING FROM ANY USE OF THE PRODUCTS THAT IS INCONSISTENT WITH
TELEFLEX'S PUBLISHED DIRECTIONS AND INSTRUCTIONS FOR USE. IN NO EVENT SHALL TELEFLEX BE
LIABLE TO END USER, ANY CUSTOMER OR ANY OTHER THIRD PARTY (“CLAIMANT”) IN ANY MANNER FOR
ANY SPECIAL, NON-COMPENSATORY, CONSEQUENTIAL, INDIRECT, INCIDENTAL, STATUTORY OR PUNITIVE
DAMAGES OF ANY KIND, WHETHER ARISING UNDER CONTRACT OR TORT LAW (INCLUDING NEGLIGENCE AND
STRICT PRODUCT LIABILITY),REGARDLESS OF THE FORM OF LEGAL ACTION EVEN IF TELEFLEX IS AWARE OF
THE POSSIBILITY OF ANY SUCH DAMAGES IN ADVANCE. TELEFLEX'S TOTAL AGGREGATE LIABILITY IN
CONNECTION WITH THE PURCHASE OR USE OF THE PRODUCTS SHALL NOT EXCEED THE SUM OF THE
AMOUNTS PAID BY CLAIMANT TO TELEFLEX DURING THE TWELVE (12) MONTHS IMMEDIATELY PRECEDING
THE DATE OF THE EVENT GIVING RISE TO A CLAIM AGAINST TELEFLEX.
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For more information about the
® OnControl® Powered Bone Access System
visit ArrowOnControl.com

TMeleflex

Customer Service: 1.866.479.8500

sl anufactured for:
Teleflex Medical
DA Business & Technology Park,
Dublin Rd, Athlone,
Co. Westmeath, Ireland
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Do Not Use if Single Use
Package is Damaged Resterilize
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Caution

Keep Away Keep Dry
From Sunlight
This device is restricted * 1 Consult Instructions
for sale by or on order
For Use

ONLY of a physician.

©2014 all rights reserved.
Arrow® and OnControl® are trademarks of Teleflex Inc.
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