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KEY TERMS

AThoracostomy: A small incision of the chest wall.

APleural Space:A thin fluid filled space that surrounds the lungs, separating
the lungs from surrounding structures.

Alntercostal Space (ICS)The space between two ribs.

AAxilla: The region under the shoulder joint where the arm connects to the
shoulder (i.e. armpit).

Alliac Crest: The most prominent portion of the hip bone or bony pelvis.



SAM THORASITE



PRODUCT DESCRIPTION

SAM ThoraSite I1s an anatomical landmark

guide, designed to provide a safer approach to

the pleural space by pinpointing the procedurem(\/}

site’ 2The device aids in identifying the ® \

appropriate intercostal space for lateral

thoracostomies and similar procedures.




PRODUCT USE

Indication for Use

Indicated for use by trained professionals following their standard of care to
treat patients with pneumothorax, hemothorax, and similar conditions
requiring a thoracostomy.

Intended Use

An anatomical location aid to identify an appropriate location for lateral
thoracostomies in adult and adolescent patients. Not intended for pediatric
or neonatal use.

SAM ThoraSite is ngterile and intended to be single use.



WHY THORASITE?



WHAT ARE WE TREATING?

ThoraSite is used when treating life

threatening chest injuries or maladies.

Common injuries include collapsed lungs
and sucking chest wounds, such as those

caused by stabbings or gunshots.




HOW DOES THORASITE HELP?

AFacilitates rapid identification of
landmarks & procedure site.

ASimplifies cognitive burden associated
with thoracostomies.

Alncreases likelihood of appropriate
needle/tube placement.

ADecreases potential of iatrogenic injury.




DEVIGE DESIGN



DESIGN RATIONALE
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Zone Window directly over the

Ideal procedure site.



SAFE ZONE PRINGIPLE

The principle utilizes two axes to safely

position the device.

Thefirst axigpositions ThoraSite safely
between the anterior axillary and
midaxillary line, while theecond axis
aligns the window over thé& 34" or 8

Intercostal space.



SAFE ZONE vs. SAFE ZONE WINDOW

Safe Zone

A TheProcedural Safe Zore
between the anterior axillary (AAL)
and midaxillary line (MAL) and the
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PRODUCT FEATURES



PRODUCT SPECS

ThoraSite Is designed to accommodate a
large range of patient sizes. It is made of a
heavyweight cardstock, which is

laminated to provide additional

durability.

Height| 2.7 in.
Length| 5.6 In.

Weight| .18 oz.
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PRODUCT FEATURES

A Axilla Hook: Developed to be inserted into
L@= HO9LA=FLAK 9PADD?9
between the anterior axillary line (AAL) and
the midaxillary line (MAL).

A Alignment Arrow: Designed to align the
<=NA: = OAL@ L@= HIL
crest/hip.

A Safe Zone Window:Highlighted alignment
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area safely guides user to the appropriate
procedure site.



PRODUGT FEATURES (conr)

APerforated Release: Created for
quick removal when discarding to
minimize interference with other
devices or procedures.

ABilateral Application: Duatsided
device accommodates procedures
GF : GL@ H9LA=FLAK




PRODUGT FEATURES (conr)

ANight Vision Optimized: Developed with
HIVIZ capabilities, the blagkllow
contrast is ideal for visibility in lhght or
night conditions and is compatible with
night vision devices.

1437

ARadiolucent Material: Composed of
materials compatible with-vay imaging,
eliminating the need for guide removal. RADIDLUCENT




PRODUGT FEATURES (conr)

ADurable Flex: Constructed to bend
and adapt to patient anatomy while
maintaining the Safe Zone Window
spatial integrity.

ACompact & Compatible: Easily fits
. . . . ] SAM ThoraSite® iy VENT @
inside IFAKs and is compatible with g8 @> )
thoracostomy devices.
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APPLIGATION



APPLICATION SITE

ThoraSite is only indicated for a lateral
approach.

AWhile the anterior site is most common, it is
associated with higher failure rates and only
suitable for needle decompression to remove
air.

ALateral sites have higher success rates and
can be used for both a needle or tube
thoracostomy.

A ThoraSite is not indicated for anterior use.




BILATERAL APPLICATION

Duatsided device accommodates procedures on both left and right side.

Left | Clockwise Steps Right | Counterclockwise Steps



INSTRUGTIONS FOR USE

Push Axilla Hook into | Point Alignment Palpate within Safe Vent in identified

the armpit until fully Arrow toward the hip, | Zone Window to feel | intercostal space
inserted into axillary aligning with iliac intercostal space within the Safe Zone
fossa. crest. (1CS). Window.

Note:)) ==H H9 L A= F L |Akte:Badef the device should | Note:If two intercostal spaces areNote:lf ribs cannot be palpated,
positioned by their side, no H9JO9ODD=D LG HO9 I identified within the Safe Zone | ventin the center of the Safe Zo
greater than Supward. Window, select the upper ICS. | Window. If a rib is encountered,

redirect above the rib.
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KEY LANDMARKS



PATIENT CONSIDERATIONS

Surface landmarks change location
due to gender, age, body mass, and

surgical procedures.




AXILLARY LINES

The Anterior and Mid Axillary lines
are often hard to discern due to the
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AXILLARY LINES

Proper thoracostomy site selection
Is further complicated due to
excessive skin, skin folds, adipose,
muscle, breast tissue sag, and

nipple location creep.




AXILLA

The anatomical region under the
shoulder joint where the arm

connects to the shoulder.

Axillary Fossa



ILIAG CREST

Themost prominent portion of

the hip bone or bonyelvis. It

IS the curved portion at the top
of the hip where a person will

sometimes rest their hands.

lliac Crest B

Iliac Tubercle




COMMON GREST MALADIES



KEY TERMS

ATension Pneumothorax: When air is
trapped between the pleura and chest
wall, a potentially litthreatening
condition.

A Pneumothorax: The collapse of one or
more portions of one or both lungs.




MEDICAL CAUSES

A Adhesion: Tissue sticking to other tissue.

A Bleb: A collection of air between the Pleura, usually the upper lobe. When
ruptured the Bleb causes a pneumothorax.

A Spontaneous Event:Sudden onset of a collapsed lung without any apparent
cause. Can be caused by tissue rupture, tear, infection, other.

A Excessive Positive Pressureleading cause is from intubated patient with
excessive ventilatory pressure.

A Over-pressurization: Blast injuries due to excessive positive and negative
pressure gradients.



GOMMON OPEN

AExternal Source
A Bullet, knife, shrapnel

ABlast Injury
A Shrapnel




GOMMON CLOSED

ABlunt Trauma

A Internal Puncture Injury

A Rupture

APenetration Lung Trauma

A Internal Source (ex: fractured rib)




APPLICATION | TIPS & PEARLS



1.POSITION

AGrasp SAM ThoraSite n

AFollowing the rib cage, push SAM
ThoraSite into the Arm Pit until the
Axilla Hook is fully inserted into

Axillary Fossa




2. ALIGN

APoint SANM @G J 9dlighentA K

arrow toward the lliac Crest

AAlign the device parallel with the
HOLA=FLAK KHAF=




3. FEEL

Aln the Safe Zone Window palpate

the 39, 4", or ¥ Intercostal Space

Alf two intercostal spaces are fel,

select the upper ICS




4. VENT

AWithin the Safe Zone Window place the / /

needle/tube at the selected Intercostal Space
(ICS) |

AHold needle 9@0 the chest walll

If unable to palpate the ICS, place needle in the
middle of the Safe Zone Window.

If the needle contacts the rib, move the needle over
the top into the ICS.



COMMON THORAGOSTOMY COMPLICATIONS

Lack of clinical improvement

Failure to penetrate the plural spamenproper needle length
Ineffective drainage

Misplaced tubes or needles

latrogenic injury to other organs or structures



RESULTS

In emergency situations providers often consume valuable time
counting ribs. In timsensitive situations, there needs to be a

simplified, efficient solution to identify the appropriate intercostal

spaces.

ThoraSite was developed to address this problem, streamlining lateral

thoracostomy procedures.



RESULTS

CADAVERIC RESULTS

All needles were placed in either tie4, or §'ICS.

Volume 87, Number 1, Supplement 1

Ninetysix percent (96%) of needles were accurately place A

CONCLUSION

ThoraSite use was associated with needle placement in the third, four
fifth ICS in an area roughly spanning the AAL to MAL in anatomically ¢
cadavers. By facilitating appropriate needle/tube placement, ThoraSite
may decrease iatrogenic injuries.

J Trauma Acute Care Surg: July 2019 - Volume 87 - Issue 1S - p S128-5131



SUPPORTING TCCC FACTS

ABecause of the complications noted at the current site

[anterior/midclavicular] for needle decompressiD(,
authors have recommended using tfeo8 4" ICS \
at the MAL as an alternate site. LATERAL APPROACH FOR NEEDLE

DECOMPRESSION IN TCCC

David W. Callaway, MD, MPA

AMoving the decompression site more laterally and
slightly inferior to the™d5" ICS at the anterior axillary line
(AAL) would thus be expected to reduce complications
resulting from this procedute.

ANeedle decompression is potentially lifesaving when performed by paramedics in
selected civilian trauma patierits’



SUMMARY

FAGILITATES QUICK PRUGEDURE TIME
MDS INTOENTIFYING ThE APPROPRIATE PRUGEDURE ol Tk
INCREASES LIKELIHDOD OF APPROPRIATE NEEDLE / TUBE PLACEMENT
JEGREASEY TATROGENID INJURY



PURGHAGING OPTIONS

Sold in either a-Pack bag or 2Rack box, each device comes individually bagged in a-tpaclsleeve
inside the bulk packaging. Currently ThoraSite is not sold individually, and is not intended for individual
unit resale.

o PACK BAG | TS200-5P-EN

A DescriptionPlastic reclosable bag containing five SAM ThoraSite® units
and one Instructions for Use (IFU).

A Case QuantitFive 5Packs
SAM ThoraSite® |
A NSN651501-6948359 NG

25 PACKBOX | TS200-25P-EN

A DescriptionLightweight cardboard reclosable carton containing tweivg SAM ThoraSite® units
and one Instructions for Use (IFU).

A Case QuantityThree 25Packs



