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Teleflex Subglottic Suctioning Solutions

A new level of safety and efficiency in subglottic secretion removal
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2 TracFlex Plus Subglottic

Sophisticated design for a relevant reduction of ventilator

associated pneumonia (VAP)

Our Pursuit

We at Teleflex believe advanced sophisticated manufacturing
technology can have a significant, positive impact on patient
care and the hospital’s bottom line. That is why we constant-
ly seek improvement and create products that are better by
design to help eliminate airway related complications, such
as ventilator associated pneumonia (VAP), and increase pro-
cedural efficiencies.

The facts

Ventilator associated pneumonia is a nosocomial disease that
develops more than 48 hours after endotracheal intubation.
It is the most common infection acquired by adults and chil-
dren in intensive care units (ICUs) and is a cause of signifi-
cant patient morbidity and mortality, increased utilisation of
healthcare resources and excess cost.?

KISS, a hospital infection surveillance system, determined
4.25 cases of VAP per 1000 invasive ventilation days.® Stud-
ies document a prolongation of intensive care unit stay by six
to nine days* and a mortality rate of 13%.°

The Strategy

Effective subglottic secretion removal as part of a protocol
provides a confident strategy to help protect against VAP.
During mechanical ventilation, secretions from the upper re-
spiratory tract accumulate above the endotracheal tube cuff.
Studies have shown that these secretions can seep past the
cuff into the lower tract, causing pneumonia.®

Drainage of the subglottic secretions has been proven as an
effective strategy in helping to prevent early-onset VAP.!

Our Solution
Teleflex now ushers in a new era in the fight against VAP
with the new TracFlex Plus Subglottic Tracheostomy Tube.

This tracheostomy tube with integrated suction line is char-
acterized by features of fine manufacturing technology that
can make a big difference in the successful reduction of VAP.
At the same time, the performance of the TracFlex Plus Sub-
glottic Tracheostomy Tube meets all applicable medical
guidelines demands and recommendations.

The TracFlex Plus Subglottic Tracheostomy Tube completes
our Teleflex Subglottic Product Range consisting of an Ohio
Push-To-Set Intermittent Suction Unit (PTS-ISU) and acces-
sories — providing excellent support in the fight to reduce the
risk of VAP.
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New: TracFlex Plus Subglottic Tracheostomy Tube

¢ Size and type identification,
+ using colour coded

¢ tracheostomy tube markings
 and inner cannula stopper

Accurate alignment during :
fitting due to graduation :
marks on the tube’s shaft :

i Multi-functional fixed
: connector for ease of
: handling, compatible with all
: suction equipment

" High degree of flexibility ,
and a secure and stable
fitting due to spiral
reinforcement of the tube
which prevents kinking and

compression

: Precise adjustment and
: secure fixation due to an q 4~ 1 V.
: adaptable fixation flange i - e
: system with simple locking
* mechanism

Protection of the valve and :
inflated cuff due to valve :
sealing cap :

Secure, reliable and gentle
sealing due to thin-walled :
cylindric low-pressure E
inverted cuff

Large suction lumen /
opening directly above cuff to
reduce residual

Easily controlled and gentle
insertion due to atraumatic,
conical tube tip and insertion
aid
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Localization of subglottic secretions

mi Continuous suction (-20mmHg for 30sec)****
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Removed test secretions in ml after 2 cycles at 10 seconds intermittend
suction with 5 sec. interruption -150mmHg

TracFlex Plus Subglottic Set Rref. 121905

RUSCH

ORDER SIZE / 0.D. cLL* DIM. A DIM. B DIM. C ANGLE 6 CUFF @

I. D. IN MM IN MM IN MM IN MM IN MM (APPROX.) IN MM ** QTY

®7.0 111 102.5 37.0 42.7 22.8 100 23 2

®3.0 12.6 122.5 40.0 571 25.4 100 27 2

®9.0 13.8 152.5 44.0 82.1 26.4 100 30 2

®10.0 15.4 157.5 44.0 79.5 34.0 100 32 2
11.0 16.7 163.5 47.0 83.4 331 100 34 2

* Total length (CLL=A+B+C)

** Only cuffed versions

***When ordering, please also indicate tube size

**** Engineering Study Title: Tracheostomy Tube with Subglottic Suction Line Performance. Reference Nr.: ES-17-035. 15.July 2017
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The TracFlex Plus Subglottic Tracheostomy Tube Advantages

Minimal residual volume after subglottic

secretion removal

In comparison to the main market players in this field, the
TracFlex Plus Subglottic Tracheostomy Tube achieved a low-
er residual volume after subglottic suctioning. Thus only a
minimal residual volume remains.**** The positioning of the
suction eye directly above the cuff allows removal of the se-
cretion very close to the cuff, which is made possible by a
special inverted cuff manufacturing process.

High extraction efficiency

Tests showed that the TracFlex Plus Subglottic Tracheostomy
Tube delivers a higher extraction performance than the main
market players due to its large suction lumen and large suc-
tion eye size and because of the placement.****

KISS, a hospital infection surveillance system, determined
4.25 cases of VAP per 1000 invasive ventilation days.? Actual
studies document a prolongation of intensive care unit stay
by six to nine days* and a mortality rate of 13%.°

« Lumen of suction channel in mm?

TracFlex Plus Subglottic RUSCH

Tracheostomy Tube

SIZE AREA

7.0 5.53 mm?’
8.0 6.65 mm?
9.0 8.58 mm?
10.0 9.85 mm?
11.0 11.69 mm?

Conforms to guidelines

All Teleflex endotracheal and tracheostomy tubes with sub-
glottic suction line meet applicable recommendations and
guidelines for the prevention of VAP of medical organisations
such as Kommission fur Krankenhaushygiene und Infektion-
spravention (KRINKO), Respiratory Information for Spinal
Cord Injury (RISCI), SARI Working Group, Deutsche Sepsis
Gesellschaft.

Controlled and gentle insertion
Contributed to by a smooth, conical tube tip and a rounded
insertion aid.

Multi-functional fingertip

The connector at the end of the suction line is fixed to help
reduce the risk of contamination and offers a multifunctional
fingertip for ease of handling. This one-fits-all fingertip is
compatible with suction equipment such as intermittent and
continuous vacuum regulators or syringe. The suction line
closing cap helps prevent contaminants from syringes enter-
ing the lumen when suction is suspended.

Secure and precise fixation

The adjustable fixation flange system with its handy locking
mechanism enables accurate adjustment and secure position-
ing of the tube to the patient’s neck without putting pressure
on the trachea. In addition, fine graduation marks on the
tube’s shaft facilitate the proper alignment, a pre-adjustment
and documentation of the fixation flange.

High quality material for increased safety,
flexibility and stability

The soft thermosensitive material of the tube ensures a high
degree of freedom of movement for the user with maximum
comfort and safety. The spiral reinforcement of the tube pre-
vents kinking and compression, and offers a secure and sta-
ble fitting.

More comfort, less trauma

Compared to glued on suction lines, the integrated suction
line of the TracFlex Plus Subglottic Tracheostomy Tube is de-
signed to preserve the tracheostoma by reducing pressure to
the patient’s tracheostoma.

**** Engineering Study Title: Tracheostomy Tube with Subglottic Suction Line Performance. Reference Nr.: ES-17-035. 15.July 2017
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Purchasing Specifications

The Ohio Medical Push-To-Set™ Intermittent Suction Unit (PTS-
ISU) is a dual-mode intermittent and continuous vacuum regula-
tor. It provides increased patient safety during all suctioning
procedures. The Push-To-Set™ device will automatically set a
vacuum limit when selecting or changing the vacuum levels pre-
venting unintended, unregulated suction. The dual-spring regu-
lator module will allow precise vacuum level settings in the criti-
cal-care range (0-27 kPa/0-200 mmHg) while providing fast
adjustment up to full available wall vacuum for emergency re-
suscitation. Only two (2) turns of the control knob are needed to
go from 0 to full available wall vacuum. The intermittent cycle
starts in the ON mode. Both ON and OFF timing cycles will be
adjustable from 1 to 30 seconds independently without remov-
ing the cover or the gauge. The intermittent ON/OFF switch cy-
cling is nearly silent. Intermittent flow rate is adjustable from 0
to 16 L/min and is preset to 8 L/min. The gauge features glow-
in-the dark increments and needle. The is fully welded and
sealed back plate with no gasket. The manufacturer’s warranty
covers both parts and labor for three (3) years.

Push-To-Set™
Intermittent Suction
Unit (PTS-ISU)

Dimensions
16.51 x 71 x 1219 cm (6.5" H X 2.8" W X 4.8" D)

Safety Features
Push-To-Set™ Automatic occlusion device Quick-to-Max
(2 turns to full available wall vacuum)

Weight

Flow Rate

Intermittent: 0-16 L/min (preset at 8 L/min per ASTM)

Continuous: 0-80 L/min (not adjustable) without fittings
at full increase

Timing

Easily adjustable without cover or gauge removal Silent
ON/OFF Preset 15 seconds ON; 8 seconds OFF begins in
the “ON"” mode

Vacuum Range
0-27 kPa (0 to 200 mmHg) and full available wall vacuum

Gauge Accuracy
+ 5% Full Scale Deflection or + 1.3 kPa (10 mmHg)

0.57 Kg (1 Ib 40z2)

Warranty
Three years on parts and labor

Standards
Conforms to ISO 10079-3 and ASTM F960

* Specifications are nominal, subject to change without notice.

Ohio Medical Push-To-Set™

REF. VERSION
8732-1253-901 DIN

8731-1253-901 BS

8733-1253-901 Afnor

8732-2253-901 DIN with Venturi Backpack
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i
Suction canister 250ml. Wall bracket for Ref. M1361
Ref. MI361 Ref. HC053
QTY. 40 QTY. 1
P e Disposable Hydrophobic Suction Filter
Ref. 6730-0572-800
QTY. 50
Silkomed Vacuum Tubing Silkomed .
ORDER SIZE I.D. 0.D. QTY Vacuum Tubing
RIEES LENGTH MM MM 1 COIL made Of Si“COne
471800 approx. 10m 7.0 x 13.0 1
80 x 140 ! + pyrogen-free
10.0 x 16.0 1

« autoclavable
+ latex-free
* non-sterile
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Teleflex is a global provider of medical technologies designed to improve the health and quality of people’s lives.

We apply purpose-driven innovation — a relentless pursuit of identifying unmet clinical needs — to benefit patients and
healthcare providers. Our portfolio is diverse, with solutions in the fields of vascular and interventional access, surgical,
anesthesia, cardiac care, urology, emergency medicine and respiratory care. Teleflex employees worldwide are united
in the understanding that what we do every day makes a difference. For more information, please visit teleflex.com.

Teleflex is the home of Arrow, Deknatel, Hudson RCI, LMA, Pilling, Rusch, UroLift, and Weck — trusted brands united by
a common sense of purpose.

Corporate Office
Phone +1 610 225 6800, 550 E. Swedesford Road, Suite 400, Wayne, PA 19087, USA

Regional Offices
United States: Phone +1 919 544 8000, Toll Free 866 246 6990, cs@teleflex.com, 3015 Carrington Mill Boulevard,
Morrisville, NC 27560, USA

Latin America: Phone +1 919 433 4999, la.cs@teleflex.com, 3015 Carrington Mill Boulevard, Morrisville, NC 27560, USA

International: Phone +353 (0)9 06 46 08 00, orders.intl@teleflex.com, Teleflex Medical Europe Ltd.,
IDA Business and Technology Park, Dublin Road, Athlone, Co Westmeath, Ireland

Australia 1300 360 226 Korea +82 2 536 7550

Austria +43 (0)1 402 47 72 Mexico +52 555002 3500

Belgium +32 (0)2 333 24 60 Netherlands +31 (0)88 00 215 00

Canada +1 (0)800 387 9699 New Zealand 0800 601 100

China (Shanghai) +86 (0)21 6060 7000 Poland +48 22 4624032

China (Beijing) +86 (0)10 6418 5699 Portugal +351 225 491 051

Czech Republic +420 (0)495 759 111 Singapore (SEA non-direct sales countries) +65 6439 3000
France +33 (0)5 62 18 79 40 Slovak Republic +421 (0)3377 254 28
Germany +49 (0)7151 691 3004 South Africa +27 (0)11 807 4887

Greece +30210 67 77 717 Spain +34 91 198 84 31

India +91 (0)80 4093 4790 Switzerland +41 (0)31 818 40 90

Italy +39 0362 58911 United Kingdom +44 (0)1494 53 27 61

Japan +81 (0)3 6632 3600 For more information, please visit teleflex.com

Push-To-Set is a trademark of Ohio Medical LLC.

Teleflex, the Teleflex logo, Arrow, Deknatel, Hudson RCI, LMA, Pilling, Rusch, Silkomed, Urolift and Weck are trademarks or registered trademarks of
Teleflex Incorporated or its affiliates, in the U.S. and/or other countries. Other names may be trademarks of their respective owners.

Information in this material is not a substitute for the product Instructions for Use. Not all products may be available in all countries. Please contact your
local representative. Revised: 06/2018.
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