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BioBridge® Resorbable Chest Wall Stabilization Plate
Instructions for Use

DESCRIPTION The BioBridge® Resorbable Chest Wall Stabilization Plate is a sterile packed
bioabsorbable plate.

MATERIAL The BioBridge® Resorbable Chest Wall Stabilization Plate is made from the
biodegradable copolymer 70:30 poly (L-lactide-co-D,L-lactide).

INDICATIONS General indications: In the presence of appropriate additional immohili
or fixation, indicated for maintaining the alignment and fixation of b
fractures, osteotomies, arthrodeses or bone grafts, and, mainte
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increa oading associ ith delayed union, nonunion, or incomplete

erinse %adequateflxatlon of the device during
implantation in a stacked configuration can increase the possibility
f loosening or migr
e Do not us@cedures where a permanent implant is needed.

e The patie be cautioned, preferably in writing, about the use,
Ilmw possible adverse effects of this implant including the

the device or treatment failing due to aforementioned causes.

t must be warned that failure to follow postoperative care

mstru ons can cause the implant and/or treatment to fail.
In addition, because of the thermal sensitivity of bioabsorbable materials,
e device shall not be utilized if the dot in the middle of the temperature
sticker has turned black. A black dot on the sensor signifies that the
environmental temperature may have exceeded the softening temperature
of the bioabsorbable material during storage and/or transit. Exceeding the
softening temperature of the material can lead to degradation of the

mechanical properties and/or warping.
¢ Animplant shall never be reused or resterilized.
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CAUTION: Federal Law (USA) restricts this product sale by or on the order of a physician or hospital.
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PRECAUTIONS ¢ Protect implants from nicks and scratches during handling, because they
can cause stress concentrations and may lead to a device failure.
Instruments shall be inspected for wear or damage prior to usage.

e Choose a suture that provides effective support throughout typical bone
healing time.

ADVERSE EFFECTS | o Sterile inflammation as a result of a body reaction to the degradation
products of the absorbable material; pain, discomfort, or abnormal
sensations due to the presence of an implant.

¢ Implant fracture, migration and/or loosening may occur due to exc€ssi
activity, prolonged loading upon the device, incomplete heali r
excessive force exerted on the implant during insertion.

¢ Histological or allergic reaction resulting from implantation el
material may occur. &

¢ Nerve or soft tissue damage, giecrasis of bone or bone tIOR; necrosis
of the tissue or inadequat in@ mayresult from the pr€sence of an

implant or due to surgic Q
a

STERILITY This product is provi Ibwas sterilized with inimum
gamma radiation. uct must never b riliged. Do no
expiration date.
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MR COMPATIBILITY [ The BioBridge®Rlati ystem has ovaluated fogSafe
compati V%Snvironm . BioBridge® Plati stem has not
been tes feating or migr; in the MR environ
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a

te on the package has past the expiration date.

INSTALLATION Choose a suture that provides support throughout typical bone healing time of
RECOMMENDATIONS | 6 to 8 weeks. When selecting suture, a polyester or nylon braided suture
(U.S.P. 2,3,4, or 5) is recommended.

CAUTION: Federal Law (USA) restricts this product sale by or on the order of a physician or hospital.
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MANUFACTURER
CONTACT:

Acumed Headquarters

5885 NE Cornelius Pass Road
Hillsboro, OR 97124

USA

Office: +1.888.627.9957
Office: +1.503.627.9957

Fax: +1.503.520.9618

These materials contain information about products
that may or may notbe availablein any particular
country or may be available under different
trademarks in different countries. The products may
be approved or cleared by governmental regulatory
organizations for sale or use with differentindications
or restrictions in different countries. Products may not
be approved for use in all countries. Nothing
contained in these materials should be construed as a
promotion or solicitationfor any productor for the use
of any product in a particular way thatis not
authorized under the laws and regulations of the
country where the reader is located. Nothing in t
materials should be construed asarep
warranty as to the efficacy or quality o
nor the appropriateness of any pr.
specific condition. Physicians ma!
about the availability and use of th
described in these materials i
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have about the use of the pedu

Part Number

LOT

Lot Number

Consultthe electronic
instructions for use

(elFU) at
www.acumed.net/i

DO notuse if

packageis daffiag

: . federal
icts this device
eby oronthe
ofa physician.

Upper limitof

Do n e

Do notresterilize

The BioBridge® Resorbable Chest

d trademark of Acumed, LLC.
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