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PASSY-MUIR™ TRACHEOSTOMY & VENTILATOR SWALLOWING AND SPEAKING VALVES

CONTENTS: This package contains one of the following Passy-Muir Tracheostomy & Ventilator
Swallowing and Speaking Valves (PMVs): PMV™ 005 (white), PMV 007 (Aqua Color™), PMV
2000 (clear), or PMV 2001 (Purple Color™); Instruction Booklet and Warning Labels for use
on the trach tube pilot balloon and a storage container. A PMV Secure-It" is also included in
the PMV 2000 (clear) and PMV 2001 (Purple Color) packaging. The PMV 005 (white), PMV
007 (Aqua Color), PMV 2000 (clear) and PMV 2001 (Purple Color) contain no latex. Contents
are non-sterile.

READ ALL WARNINGS, CAUTIONS AND INSTRUCTIONS CAREFULLY PRIORTO USE
INSTRUCTIONS FOR USE

The following instructions are applicable to the PMV 005 (white), PMV 007 (Aqua Color),
PMV 2000 (clear) and PMV 2001 (Purple Color) unless otherwise indicated. See additional
instructions on ventilator application of the PMVs.

INSTRUCTIONS FOR USE OF THE PASSY-MUIR TRACHEOSTOMY & VENTILATOR
SWALLOWING AND SPEAKING VALVES SHOULD BE POSTED AND PROVIDED TO THE
PATIENT AND ALL PERSONNEL INSTRUCTED IN TRACHEOSTOMY CARE.

A CAUTION: Federal Law (USA) restricts this device to sale by or on the order of a physician.
Store in cool, dry place.

/\ WARNING: SINGLE PATIENT USE ONLY. THIS DEVICE IS NOT DESIGNED, SOLD,
OR INTENDED FOR USES EXCEPT AS INDICATED.

A WARNING: PATIENTS USING THE PMV MUST BE OBSERVED AND/OR MONITORED
PER PHYSICIAN DIRECTION.

AWARNING: DO NOT USE THE DEVICE IF DAMAGED OR ALTERED AS THIS MAY
LEAD TO AIRWAY OBSTRUCTION.

AWARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED
BEFORE PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF
IS NOT COMPLETELY DEFLATED. DO NOT USE WITH FOAM FILLED CUFFED
TRACHEOSTOMY TUBE. OBSERVE PATIENT WITH PMV IN PLACE TO ASSURE
PATIENT HAS ADEQUATE AIRWAY.

A WARNING: DONOT USE WITH SEVERE AIRWAY OBSTRUCTIONS SUCH AS TRACHEAL
AND/OR LARYNGEAL STENOSIS. CAUTION SHOULD BE USED WITH END STAGE
PULMONARY DISEASE. DO NOT USE WITH PATIENTS WHO HAVE UNMANAGEABLE
PULMONARY SECRETIONS. NOT A DEVICE FOR LARYNGECTOMIZED PATIENTS. DO
NOT USE WITH ENDOTRACHEAL TUBES. DO NOT USE WHILE SLEEPING.

AWARNING: USE CAUTION WHEN USING A PMV WITH A HEAT MOISTURE
EXCHANGER (HME) DEVICE OR HYGROSCOPIC CONDENSER HUMIDIFIER (HCH).
THESE DEVICES OBTAIN HUMIDITY FROM THE EXHALED BREATH OF A PATIENT.
WITH THE PMV IN PLACE, AIR IS NOT EXHALED VIA THE TRACHEOSTOMY TUBE
AND THIS MAY AFFECT THE PERFORMANCE OF THE HME OR HCH. ADDITIONAL
HUMIDIFICATION MAY BE NEEDED.

A CAUTION: When using a PMV 005 (white) with a tracheostomy tube that has a disposable
inner cannula with grasp ring, the inner cannula may need to be removed prior to PMV
placement if the grasp ring extends beyond the 15mm hub of the tracheostomy tube.
Failure to remove the inner cannula prior to use may obstruct opening movement of the
PMV 005 (white) diaphragm.

ACAUTION: Remove PMV prior to delivery of medicated nebulizer treatments. If the
PMV is inadvertently used during a medicated nebulizer treatment it should be removed
immediately and rinsed thoroughly to remove medication residue as some medications
may adversely affect the PMV diaphragm.

INTENDED USE

PMV 005, PMV 007, PMV 2000, PMV 2001 are intended for use in providing vocalization
without finger occlusion for both short-term and long-term tracheostomized patients as well
as vocalization for ventilator dependent patients. It is appropriate for neonatal, pediatric and
adult patients and is ideal for use in decannulation as an assessment device for physicians
as well as providing the patient comfort and confidence in upper airway usage.

DESCRIPTION

The Passy-Muir Tracheostomy & Ventilator Swallowing and Speaking Valves (PMVs) are
designed to eliminate the necessity of finger occlusion for the patient with a tracheostomy
tube while allowing the patient full-power, uninterrupted speech.
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The PMVs are light weight, one-way closed position “no leak” valves that attach to the universal
15mm hub of adult, pediatric and neonatal tracheostomy tubes including the following:
fenestrated, non-fenestrated, cuffless, metal, and air-filled cuffed (with cuff completely deflated).
Unlike open position one-way speaking valves, the closed position “no leak” PMVs maintain
a bias closed position except during inspiration. When the patient inhales, the PMV™ opens
allowing air to enter the tracheostomy tube and the lungs. At the end of inspiration the PMV
closes and remains closed throughout exhalation, without leakage. During exhalation, air is
redirected around the tracheostomy tube and up through the larynx and pharynx, enabling
speech as the air passes through the vocal cords and through the oral and nasal cavities.

The patented closed position “no leak” design creates a column of air within the tracheostomy
tube that inhibits secretions from entering the tube and occluding the PMV. The bias closed
position of the PMV restores the patient to a more normal closed respiratory system. This
results in the restoration of positive subglottic pressure that facilitates a better swallow, may
reduce aspiration and facilitates a stronger, more effective cough that allows the patient to
expectorate secretions orally.

The PMVs are intended for use by both short-term and long-term adult, pediatric and neonatal
tracheostomized and/or ventilator dependent patients. The intended users are healthcare
professionals trained in the care of patients with a tracheostomy, including physicians, nurses,
speech-language pathologists, physiotherapists, and respiratory therapists, as well as patients
and caregivers under the supervision of a healthcare professional.

All Other Speaking Valves PMV™ Closed Position “No Leak” Design

Open Position Speaking Valves Have | (1) PMVs Close Completely At End Of Inhalation With No Air Leak, Thereby Providing

Air Leak During Exhalation And Do Not | A Closed Respiratory System And More Normal Breathing Pattern. (2) Closed Position

; - “No Leak” Design Maintains A Column Of Air In Tracheostomy Tube Redirecting Airflow
Provide A Closed Respiratory System And Secretions Up The Trachea (Airway) And Out Of The Mouth And/Or Nose.

BENEFITS

The PMVs were developed to allow tracheostomized and ventilator dependent patients to
speak more normally. However, research has validated additional significant benefits with
use of the PMV:

* Closed Position “No Leak” Design * Facilitates Weaning
Restores a Closed Respiratory System « Expedites Decannulation

e Improves Speech Production « Improves Olfaction

¢ Improves Swallowing and May .
Reduce Aspiration * Promotes Better Hygiene

e Facilitates Secretion Management * Ventilator Application

¢ Closed Position “No Leak” Design: Restores a more normal closed respiratory system
which allows the patient to create positive airway pressure without the need for manual
occlusion of the tracheostomy tube.

e Speech: Tracheostomized and ventilator dependent patients can produce clearer speech
with more normal phrasing, better vocal quality and increased volume. This allows for normal
development of speech and language in children.

¢ Swallowing: Use of the PMV can improve the safety and efficiency of swallowing and may
reduce aspiration. A closed position valve restores the patient to a more normal closed
system which facilitates increased pharyngeal/laryngeal sensation and restores positive
subglottic air pressure.
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A WARNING: ALTHOUGH PMV™USE CAN IMPROVE SWALLOWING AND MAY REDUCE
ASPIRATION IN SOME PATIENTS, THE PRESENCE AND/OR RISK OF ASPIRATION
SHOULD BE EVALUATED CAREFULLY WITH EACH PATIENT TO DETERMINE
APPROPRIATE USAGE OF PMV IN ADDRESSING SWALLOWING FUNCTION.

¢ Secretion Management: The closed position “no leak” design of the PMV facilitates secretion
management as it re-establishes a “closed system” that enables the patient to produce a
stronger, more effective cough and improves swallowing due to restored positive subglottic
pressure. It also facilitates evaporation of oral secretions due to redirection of air through
the upper airway during exhalation. As a result, suctioning needs may be reduced.

A WARNING: PATIENTS WITH THICK UNMANAGEABLE SECRETIONS THAT MAY CAUSE
AIRWAY OBSTRUCTION SHOULD BE CAREFULLY EVALUATED FOR USE OF THE PMV.

* Weaning: The PMV can be used as an augmentative tool for weaning patients from
mechanical ventilation. The closed position “no leak” design re-establishes a more normal
closed respiratory system which restores physiologic PEEP, which can improve oxygenation.
As the patient becomes accustomed to exhaling through the upper airway, patient confidence
is improved and respiratory muscle retraining is facilitated.

¢ Decannulation: The PMV can be used as an alternative to tracheal tube plugging for patients
who cannot tolerate plugging due to physiologic or emotional reasons. If a patient is tolerating
plugging for only short periods of time, the PMV can be used in the interim (between plugging
trials) as a step to assist the patient’s transition from an open tracheostomy tube to tracheal
plugging. The PMV assists in the tracheostomy decannulation process by allowing the patient
to begin to adjust to a more normal breathing pattern through the upper airway on exhalation.
This allows the patient to gain confidence and the physician to assess for airway patency.

¢ Olfaction: The PMV can improve the sense of smell by re-establishing airflow through the
oral/nasal cavities during exhalation. This improved sense of smell may lead to an increase
in sense of taste, appetite and caloric intake.

e Hygiene: The PMV facilitates improved tracheal hygiene. This is due to the elimination of the
need for manual/finger occlusion of the tracheostomy tube which can lead to infections. The
PMV also acts as a filter to prevent particulates from entering the trachea. Secretions are
redirected through the upper airway allowing oral expectoration and reducing contamination
of the environment.

¢ Ventilator Use: The PMV 005 (white), PMV 007 (Aqua Color™), PMV 2000 (clear) and
PMV 2001 (Purple Color™) can be used interchangeably, with use of appropriate ventilator
tubing, on or off the ventilator with adult, pediatric and neonatal patients.

INDICATIONS FOR USE

Awake and alert tracheostomized (ventilator or non-ventilator dependent) adult,
pediatric and neonatal patients should be considered candidates for the PMV unless
contraindications are noted. During exhalation, air passage must be sufficient around
the tracheostomy tube and through the upper airway. The PMV is intended only for
single patient use.

INDICATIONS FOR USE CAN INCLUDE BUT ARE NOT LIMITED TO THE FOLLOWING:
* Ventilator Dependency * Neuromuscular Disease

e Quadriplegia e Head Trauma

¢ Chronic Obstructive Pulmonary Disease ¢ Mild Tracheomalacia

¢ Mild Tracheal and/or Laryngeal Stenosis

* Bilateral Vocal Cord Paralysis without significant airway obstruction

¢ Non-Obstructive Laryngeal Tumors (can include patients who have vocal cord function
following surgical resection of the tumor)

* Sleep Apnea patients who are tracheostomized as an alternative to plugging when awake
* Patients who emotionally or physically are unable to tolerate tracheal plugging




CONTRAINDICATIONS

Unconscious and/or Comatose Patients

Inflated Tracheostomy Tube Cuff

Foam Filled Cuffed Tracheostomy Tube

Severe Airway Obstruction Which May Prevent Sufficient Exhalation
Thick and Copious Secretions

Severely Reduced Lung Elasticity That May Cause Air Trapping
Gross Aspiration

This device is not intended for use with endotracheal tubes

INSTRUCTIONS FOR USE OF PASSY-MUIR™ TRACHEOSTOMY
& VENTILATOR SWALLOWING AND SPEAKING VALVES

These guidelines should be used in conjunction with physician direction:

FOR TRACHEOSTOMIZED NON-VENTILATOR DEPENDENT PATIENTS, THE PMV™
MAY BE PLACED 48 TO 72 HOURS AFTER THE TRACHEOTOMY IS PERFORMED IF
THE PATIENT’S TRACHEAL EDEMA AND/OR SECRETIONS FROM THE SURGICAL
PROCEDURE HAVE DECREASED.

FOR VENTILATOR DEPENDENT PATIENTS SEE VENTILATOR APPLICATION
INSTRUCTIONS.

IF THE TRACHEOSTOMY TUBE HAS BEEN CHANGED, PMV PLACEMENT MAY
NEED TO BE DELAYED 48-72 HOURS AS THIS PROCEDURE MAY HAVE INDUCED
TRACHEAL SWELLING AND/OR BRONCHOSPASM.

IT IS RECOMMENDED THAT UNIVERSAL PRECAUTIONS BE FOLLOWED.

PRE-PLACEMENT ASSESSMENT GUIDELINES FOR PASSY-MUIR
TRACHEOSTOMY & VENTILATOR SWALLOWING AND SPEAKING VALVES

Cognitive Status: Patient must be awake, responsive and attempting to communicate.
The PMV should not be used while the patient is sleeping.

Medical/Pulmonary Status: Patient must have the appropriate lung mechanics necessary
to exhale around the tracheostomy tube and out of the nasal and oral cavities. Patient
assessment should include but is not limited to:

vital signs

oxygen saturation

patient reaction

work of breathing

airway patency

breath sounds

proper positioning of patient and tracheostomy tube
patient psychological and motivational issues

Ability to Tolerate Cuff Deflation: Cuff deflation is mandatory with the PMV to allow
exhaled air to pass around the tracheostomy tube and through the oronasopharynx. If
it is determined that the patient cannot tolerate cuff deflation initially (i.e., due to risk of
gross aspiration or need for intensive critical control of mechanical ventilation), the patient
should be reassessed for cuff deflation as changes in his/her medical condition occur.

Secretion Management: Use of the PMV can facilitate movement and oral expectoration
of secretions by the patient. Overabundance, viscosity and/or on-going infection affect
secretion manageability. Ability to manage increased and/or different viscosities of
secretions will vary with each patient. PMV use may need to be limited or deferred
temporarily until secretions become manageable.

A WARNING: PATIENTS WITH THICK UNMANAGEABLE SECRETIONS THAT MAY CAUSE

AIRWAY OBSTRUCTION SHOULD BE CAREFULLY EVALUATED FOR USE OF THE PMV.

Swallowing: The patient’s risk for aspiration should be evaluated as this can influence the
amount, thickness and manageability of secretions. Presence of gross aspiration can play
an important role in determining a patient’s appropriateness for cuff deflation and PMV™
use. The safety and efficiency of the swallowing process can be negatively affected by
the presence of a tracheostomy tube. While some tracheostomized individuals exhibit no
swallowing difficulties, many will experience dysphagia and aspiration even though their
primary diagnosis would not typically indicate swallowing problems. Use of the PMV can
improve the safety and efficiency of swallowing and may reduce aspiration. The closed
position “no leak” design of the PMV restores the patient to a more normal closed system
which improves swallowing as it facilitates increased pharyngeal/laryngeal sensation and
restores positive subglottic air pressure.

A WARNING: ALTHOUGH PMV USE CAN IMPROVE SWALLOWING AND MAY REDUCE
ASPIRATION IN SOME PATIENTS, THE PRESENCE AND/OR RISK OF ASPIRATION
SHOULD BE EVALUATED CAREFULLY WITH EACH PATIENT TO DETERMINE
APPROPRIATE USE OF THE PMV IN ADDRESSING SWALLOWING FUNCTION.

Airway Patency: The patient must be able to exhale efficiently around the tracheostomy
tube, up through the larynx and pharynx and out the nasal and oral cavities in order to
wear the PMV.

a. Checkdiagnosis to ensure that there are no known airway obstructions (e.g., tumors,
stenosis, granulation tissue).

b.  Tracheostomy tube size plays an important role in the patient’s ability to exhale
efficiently. The tracheostomy tube should be sized to allow for sufficient airflow
around the tracheostomy tube to facilitate speech and use of the PMV. The cuff on
a tracheostomy tube can also create an obstruction even when deflated and should
be taken into consideration during airway patency assessment. The patient with a
cuffed tracheostomy tube should be evaluated for a cuffless tracheostomy tube if
medically appropriate to eliminate the need for cuff deflation with use of the PMV.

c. Bedside assessment of airway patency.

1. Deflate tracheostomy tube cuff completely, if present. 2. Instruct the patient to
inhale through the tracheostomy tube. 3. Manually occlude the tracheostomy tube
with a gloved finger as you instruct the patient to exhale through the mouth and nose
to ensure adequate exhalation. This may be observed by having the patient blow on
a tissue, mirror, feather, etc. Encourage the patient to vocalize (e.g., say “Ah”, count,
etc.) to determine presence and quality of voicing. Although some patients may be able
to exhale adequately, they may not be able to vocalize initially and may require voice
assessment and/or retraining. 4. Some patients may require repeated attempts of steps
1-3 to become accustomed to exhaling through the upper airway. Upon determination
that the patient is able to exhale and/or voice adequately, you may consider PMV
placement if other assessment criteria are met.

Lung Compliance: Critically ill and chronic pulmonary patients have lungs with altered
compliance. Therefore, PMV usage may be limited to short periods of time during the day
with close monitoring. Severe lung disease causes a loss of lung elasticity and poor natural
recoil. Exhalation is thus prolonged. Careful assessment for PMV use is needed to avoid
potential complications associated with air trapping that can occur with non-elastic lungs.
An appropriately sized tracheostomy tube is especially crucial for these patients when
considering PMV use as it can facilitate exhaled air flow.

Level of Care: Utilization of the PMV can occur across the continuum of healthcare
settings. Evaluation for PMV placement can occur as early as 48-72 hours post
tracheotomy. PMV placement can occur with physician order as soon as the patient has
stabilized and is attempting to communicate, depending upon the degree of tracheal
edema and secretions present. Infants as young as a week old can utilize the PMV if the
assessment criteria have been met.



PLACEMENT GUIDELINES FOR PASSY-MUIR™ TRACHEOSTOMY
& VENTILATOR SWALLOWING AND SPEAKING VALVES

NON-VENTILATOR DEPENDENT APPLICATION

After pre-assessment criteria have been met, PMV™ placement should occur in conjunction
with physician order using, but not limited to, the following guidelines:

1.

Education: To reduce anxiety and ensure successful transition to the PMV, the patient,
family and all personnel (all shifts) working with the patient should be instructed in
the directions for use of the PMV including contraindications, cautions and warnings.
Review all package inserts and labeling with patient, family and staff.

Patient Assessment: The patient should be assessed before, during and after PMV
placement for the following:

e Vital signs (e.g., heart rate, respiratory rate, oxygen saturation)
e Breath sounds

e Change in patient’s color and responsiveness

e Work of breathing

e Tracheal and oral secretion status

Suctioning: Itis recommended that both tracheal and oral suctioning be performed as
needed. This includes before and after deflating the tracheostomy tube cuff (if present).

Cuff Deflation: Slowly deflate the cuff of the tracheostomy tube (if present). The
patient may need to be suctioned again following cuff deflation to remove secretions
that were present on and/or above the cuff. The patient with a cuffed tracheostomy
tube should be evaluated for a cuffless tracheostomy tube if medically appropriate to
eliminate the need for cuff deflation with use of the PMV.

AWARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED

BEFORE PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF
IS NOT COMPLETELY DEFLATED. PMV CANNOT BE USED WITH FOAM FILLED
CUFFED TRACHEOSTOMY TUBES. THE PMV CAN BE USED WITH A CUFFED
TRACHEOSTOMY TUBE IFTHE CUFF IS COMPLETELY DEFLATED AND THE PATIENT
HAS SUFFICIENT AIRFLOW AROUND THE TRACHEOSTOMY TUBE AND BULK OF
THE DEFLATED CUFF.

Tracheostomy Tube Size: Per physician direction, changing to a smaller tracheostomy
tube or cuffless tube may be needed to provide sufficient exhaled airflow to allow use
of the PMV.

Use of Warning Labels: Attach warning labels provided with PMV to the pilot balloon of the
patient’s cuffed tracheostomy tube to facilitate staff awareness of proper PMV use.

PMV Secure-It" Attachment: (Applies to PMV 2000 (clear) and PMV 2001 (Purple
Color™) only. Not for use in-line with the ventilator.) Attach the PMV Secure-It to the PMV
2000 (clear) or PMV 2001 (Purple Color) prior to placing the PMV on the tracheostomy
tube. Use of the PMV Secure-It which attaches to the tracheostomy tube will help to
prevent the loss of the PMV if it should inadvertently come off the tracheostomy tube
(e.g., during cough). Use of the PMV Secure-It is optional.

a. The PMV Secure-It can be attached by threading the long tapered end of the
PMV Secure-It through the small hole provided in the side of the PMV 2000 (clear)
and PMV 2001 (Purple Color) (Fig.1) and pulling it through until it rests between the
two notches (Fig. 2).

b. Place the other end of the PMV Secure-It around the patient’s tracheostomy tube tie
near to the 15mm hub of the tracheostomy tube (Fig.3) and fasten it like a button in a
button hole (Fig. 4).

A WARNING: DO NOT ATTACH THE PMV™ SECURE-IT™ WHEN USING THE PMV 2000

(CLEAR) OR PMV 2001 (PURPLE COLOR™) IN-LINEWITHTHE VENTILATOR ASTHIS
MAY INTERFERE WITH DISCONNECT ALARM.

c. After removing the PMV from the tracheostomy tube hub as described later in step
#9, the PMV Secure-It (with PMV 2000 (clear) or PMV 2001 (Purple Color) only) can
be removed by unbuttoning the fastener that is attached to the tracheostomy tie prior
to removal of the PMV Secure-It from the PMV. PMV Secure-It can then be removed
from the PMV by gently pulling it out of the small hole in the side of the PMV.

PMV Attachment: Stabilize the tracheostomy tube with one hand while attaching
the PMV to the 15mm hub of the tracheostomy tube with the other hand using an
approximate 1/4 twist. The PMV has a friction fit for secure placement.

A CAUTION: Excessive force should not be used when placing the PMV 005 (white) on the

9.

tracheostomy tube as it may obstruct movement of the PMV diaphragm.

Patient Monitoring and Removal of PMV: Observe patient to ensure that the
diaphragm of the PMV opens during patient’s inspiration and remains closed during
exhalation. Observe the patient with the PMV in place to ensure the patient has
adequate airflow around the tracheostomy tube. If patient exhibits signs of respiratory
distress, remove PMV immediately and reassess for airway patency.

To remove PMV, stabilize the tracheostomy tube with one hand and twist the PMV off
gently with the other hand. If using a tracheostomy tube that has a hub that rotates, it
may be necessary to use a rocking rather than twisting motion to remove the PMV.

AWARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV, THE

10.

PATIENT MAY HAVE AIRWAY OBSTRUCTION DUE TO STENOSIS, TISSUE MASS,
TRACHEOMALACIA, GRANULATION, VOCAL CORD PARALYSIS IN THE MIDLINE
POSITION, SECRETIONS, OR A TRACHEOSTOMY TUBE THAT IS OVERSIZED
FOR THE PATIENT’S TRACHEA. WITH CORRECTION OF THE OBSTRUCTION, THE
PATIENT SHOULD BE RE-EVALUATED FOR PMV USE.

Patient Transitioning: Many patients adjust immediately and easily to the PMV. However,
some patients may require a gradual transition to wearing the PMV. Some patients can
tolerate the PMV during all waking hours (e.g., 16-18 hours per day). Re-education of
breathing pattern and voice/speech production may be needed if the patient has not
vocalized for a prolonged period of time. A Speech-Language Pathologist can assist in
retraining. Patients will experience more normal respiratory sensations such as airflow
in the oral/nasal chambers, and the effects of increased respiratory muscle activity.
Patients may initially experience increased coughing due to restoration of a closed
respiratory system, which re-establishes subglottic pressure and normal exhaled airflow
in the oral/nasal chambers. Therefore, secretion management is facilitated creating
movement and clearing of tracheal secretions, which aids in pulmonary hygiene.
If patient exhibits prolonged excessive coughing, PMV™ should be removed and airway
patency should be reassessed.
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TROUBLESHOOTING

If patient is unable to exhale adequately through the upper airway, the following may need
to be considered for reassessment:

e Cuff Assessment: Check to ensure that the tracheostomy tube cuff is completely
deflated. Although not required, a cuffless tracheostomy tube may provide optimal
airway patency for use with the PMV™ and should be considered if the patient is an
appropriate candidate.

e Tracheostomy Tube Assessment: Evaluate tracheostomy tube size to determine
whether downsizing the tube is necessary due to the size of the tracheostomy tube
or bulk of the deflated cuff to enable adequate exhalation.

e Airway Obstruction: Physician assessment (e.g., bronchoscopy) for presence of
unknown airway obstruction (e.g., stenosis, granulation, mass, vocal cord paralysis,
etc.) should be considered.

¢ Positioning: Reassess to ensure optimal patient and tracheostomy tube positioning.

e Patient Anxiety: Tracheostomized patients may experience anxiety with initial PMV
placement. Patient education prior to placement of PMV with explanation that the patient
will experience sensation of airflow through the upper airway upon exhalation, and may
initially experience movement of secretions through the airway and out the mouth, may
help reduce some anxiety. In addition, distraction techniques (e.g., telephone calls,
family and physician visits) may be used to facilitate exhalation and/or voice, as well as
visual techniques such as: simple spirometry or use of mirrors, cotton, feathers, whistles
or bubbles.

PMV CONNECTIONS

Fenestrated Tracheostomy Tubes: The PMV can be used with fenestrated tracheostomy tubes
although a fenestrated tube is NOT required. If using an inner cannula to connect the PMV,
it is necessary that both the inner and outer cannula be fenestrated to take advantage of the
fenestration. If the fenestrated tube is cuffed, the cuff must be completely deflated. Using the
PMV with a fenestrated tube may offer the advantage of further improvement in speech volume
along with the other benefits of the PMV.

Inner Cannula: The PMV fits on the universal 15mm hub of adult, pediatric and neonatal
tracheostomy tubes with a friction fit. Some tracheostomy tube designs may provide the 15mm
hub as part of the inner cannula or the outer cannula. When using the PMV 005 (white) on
tracheostomy tubes that have a disposable inner cannula with grasp ring, it is necessary to
ensure that the grasp ring does not extend beyond the 15 mm hub of the tracheostomy tube.
If it does extend beyond the 15mm hub, the inner cannula should be removed prior to PMV
005 (white) use.

CAUTION: If the grasp ring on the inner cannula is sprung outward beyond the 15mm hub
A it may obstruct movement of the PMV 005 (white) diaphragm.

Premier Medical or Pilling Weck Metal Jackson Improved Tubes:

The PMV 2020 (clear)

(15mm 1.D./23mm O.D.) is the only

light weight one-way closed position TR T

“no leak” valve designed to attach N\ 15mm hub \asi 15mm Adapter

to the Premier Medical or Pilling
Weck metal Jackson Improved
tracheostomy tubes (sizes 4 - 6 or d
equivalent) with use of the PMA™ PMV™ 2020 (clear)
2020-S Adapter (Fig. 5a). Please
contact Passy-Muir Inc. for additional
information.

N éﬁatric Tube
Fig. 5a w/15mm Inner Cannula

PMA™ 2020-S Adapter

Other Metal Tracheostomy Tubes: Some manufacturers of metal tracheostomy tubes
(pediatric and adult sizes) offer an optional inner cannula with a 15mm hub which will allow
for connection of the PMVs, as well as other respiratory equipment. The inner cannula with
15mm hub may be ordered from the manufacturer or its distributor. A plastic endotracheal
tube adapter may be sized to a low-profile, metal tracheostomy tube to create a 15mm hub
that will allow for placement of the PMV™.

Humidity: Humidity (non-medicated heated aerosol) can be applied at the tracheostomy tube
site with the PMV in place via the use of a trach collar or T-piece.

A WARNING: USE CAUTION WHEN USING A PMV WITH A HEAT MOISTURE EXCHANGER
(HME) DEVICE OR HYGROSCOPIC CONDENSER HUMIDIFIER (HCH). THIS DEVICE
OBTAINS HUMIDITY FROM THE EXHALED BREATH OF A PATIENT. WITH THE PMV IN
PLACE, AIR IS NOT EXHALED VIATHE TRACHEOSTOMY TUBE AND THIS MAY AFFECT
THE PERFORMANCE OF THE HME. ADDITIONAL HUMIDIFICATION MAY BE NEEDED.

ACAUTION: Remove PMV prior to delivery of medicated nebulizer treatments. If the PMV is
inadvertently used during a medicated nebulizer treatment it should be removed immediately
and rinsed thoroughly to remove medication residue as some medications may adversely
affect the PMV diaphragm.

Oxygen: Oxygen can be administered while the PMV is in place at the tracheostomy tube site via
mask, trach collar or PMA™ 2000 O, Adapter (see below for PMA 2000 O, Adapter information).

PASSY-MUIR™ VALVE OXYGEN ADAPTER: Available (sold separately) for use with the
PMV 2000 (clear) and PMV 2001 (Purple Color™) Swallowing and Speaking Valves.

PASSY-MUIR™ VALVE OXYGEN ADAPTER
(PMA™ 2000 O: ADAPTER)

For more information, refer to the PMA2000 instructions for use.



VENTILATOR APPLICATION

A When using PMVs with ventilator dependent patients all previous instructions,
warnings and cautions should be carefully reviewed and incorporated with the
following ventilator application guidelines:

The PMV™ 005 (white), PMV 007 (Aqua Color™), PMV 2000 (clear) and the PMV 2001
(Purple Color™) can be used with acute care and portable ventilators and in conjunction
with most conventional modes of ventilation.

The PMV 005 (white), PMV 007 (Aqua Color), PMV 2000 (clear) and PMV 2001 (Purple
Color) can be used interchangeably on or off the ventilator depending upon the type
of ventilator tubing. The PMV 005 (white), PMV 2000 (clear) and the PMV 2001 (Purple
Color) have a 23mm outer diameter (0.D.) and must be used with short, wide mouth,
flexible, non-disposable (rubber) ventilator tubing. The PMV 007 (Aqua Color), which
has a 22mm 0.D., is designed to fit directly into disposable ventilator tubing and can
also be used with wide mouth, flexible non-disposable (rubber) tubing.

A WARNING: DO NOT USE PMV 005 (WHITE), PMV 2000 (CLEAR) OR PMV 2001
(PURPLE COLOR) WITH DISPOSABLE VENTILATOR TUBING AS THERE IS A
POTENTIAL FOR DISCONNECT. USE WITH WIDE MOUTH, FLEXIBLE, NON-
DISPOSABLE (RUBBER) TUBING.

1. Review the previous section marked “Passy-Muir™ Tracheostomy &
Ventilator Swallowing and Speaking Valve Placement: Non-Ventilator Dependent
Application” for the following information:

e Education e Patient Assessment e Suctioning
2. Ventilator Assessment: Assessment of ventilator settings before, during and after
PMV placement include but are not limited to the following:
¢ Mode ¢ Positive End Expiratory Pressure (PEEP)
* Tidal Volume (V) ¢ Peak Inspiratory Pressure (PIP)
* Rate e Sensitivity
* Fraction of Inspired e Alarm Settings
Oxygen Content (FI0,)

Note: All ventilator adjustments require a physician’s order.

3. Cuff Deflation: If the patient has a cuffed tracheostomy tube, ventilator adjustments
may be required to compensate for leakage around the tracheostomy tube after cuff
deflation in order to meet the patient’s comfort and ventilatory requirements. The patient
with a cuffed tracheostomy tube should be evaluated for a cuffless tracheostomy tube
if medically appropriate to eliminate the need for cuff deflation with use of the PMV.

If the PIP decreases significantly following cuff deflation, inspired air may be escaping
through the upper airway and not entering the lungs. To compensate, adjustments to
V. may be necessary. Increase V. in small increments (to avoid overcompensation)
until PIP’s match those previous to cuff deflation. (When adjusting V. for cuff deflation,
V. increases may result in an increase in PIP.)

A WARNING: DO NOT EXCEED PRE-CUFF DEFLATION PEAK INSPIRATORY PRESSURES.

A WARNING: TRACHEOSTOMY TUBE MUST BE COMPLETELY DEFLATED BEFORE
PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF IS
NOT COMPLETELY DEFLATED. PMV CANNOT BE USED WITH FOAM FILLED
CUFFED TRACHEOSTOMY TUBES. THE PMV CAN BE USED WITH A CUFFED
TRACHEOSTOMY TUBE IFTHE CUFF IS COMPLETELY DEFLATED AND THE PATIENT
HAS SUFFICIENT AIRFLOW AROUND THE TRACHEOSTOMY TUBE AND BULK OF
THE DEFLATED CUFF.

4. PMV Attachment: Apply connector side of the PMV™ directly to patient’s tracheostomy
tube (Fig. 6) by stabilizing the tracheostomy tube with one hand and attaching the PMV
to the 15mm hub of the tracheostomy tube with the other hand using an approximate
1/4 twist. The PMV has a friction fit to ensure secure placement. The connector side of
the PMV can also be attached via a swivel adapter (Fig. 7), Omniflex™ or closed suction
catheter. The PMV 007 (Aqua Color™) can be used in-line with pediatric ventilator
circuitry by using adapters that provide for a 22mm |.D. and 15mm O.D. connection
(step down adapter).

A WARNING: DO NOT ATTACH THE PMV SECURE-IT™ WHEN USING THE PMV 2000
(CLEAR) OR PMV 2001 (PURPLE COLOR™) IN-LINEWITHTHE VENTILATOR ASTHIS
MAY INTERFERE WITH DISCONNECT ALARM.

ACAUTION: Excessive force should not be used when placing the PMV 005 (white) on
the tracheostomy tube, swivel adapter or in-line suctioning system, as it may obstruct
movement of the PMV diaphragm.

A CAUTION: The PMV should be attached as close to the tracheostomy tube as possible
and not further down in-line to prevent an increase in dead space and obstruction of the
PMV from water condensation in the ventilator tubing.

VALVE PLACEMENT

VENTILATOR DEPENDENT 5

FOR USE WITH
PATIENTS
Fig.6
PMV™ CONNECTS
DIRECTLY TO
TRACHEOSTOMY TUBE

WITH 15MM HUB

WITH PMV™
WITH PMV™ 005, PMV™ 007, CONNECT
2000 OR PMV™ 2001, DIRECTLY TO
WIDE MOUTH SHORT DISPOSABLE
FLEXTUBING SLIDES  TUBING
OVER VALVE

VALVE PLACEMENT
WITH STANDARD SWIVEL
ADAPTER ’,(p\‘ G

PMV™

ADAPTER CONNECTS
. SHORT FLEX TUBING TO
Fig.7 RESPIRATORY LINE

PMV™ 007 With Closed
Suction Catheter
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PMV™ 007 With Omniflex™ and Step \.

Down Adapter with Pediatric Tubing

A WARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV™,
THE PATIENT MAY HAVE AIRWAY OBSTRUCTION DUE TO STENOSIS, MASS,
TRACHEOMALACIA, GRANULATION, VOCAL CORD PARALYSIS IN THE MIDLINE
POSITION, SECRETIONS, OR A TRACHEOSTOMY TUBE THAT IS OVERSIZED FOR
THE PATIENT'STRACHEA.WITH CORRECTION OF THE OBSTRUCTION, THE PATIENT
SHOULD BE RE-EVALUATED FOR PMV USE.

5. Airway Pressures: Airway pressures may rise when patients use the PMV due to
exhalation through the oronasopharynx which creates (natural) physiologic PEEP. This
is part of the natural physiology restored with a closed respiratory system created by
the closed position “no leak” design of the PMV. Consequently, mechanical PEEP
requirements may be reduced. In addition, normal turbulent airflow through the tubing
is increased, creating higher pressures. Although airway pressures may rise, they
should be within allowable limits for a patient.

When peak pressures are above the allowable limits, the PMV needs to be removed
immediately and assessment for upper airway patency performed. In addition, due to
a slight increase in airway pressure experienced by some patients with PMV use, it is
necessary as with any modification to the ventilator circuit to re-evaluate low pressure
settings for disconnect to ensure that settings are appropriate.

6. Ventilator Alarm Settings: All alarms on ventilators need to be re-evaluated for
appropriate adjustments before, during and after use of the PMV.

A WARNING: FAILURE TO RE-EVALUATE AND ADJUST VENTILATOR ALARMS MAY
COMPROMISE PATIENT SAFETY.

When the PMV is placed in-line with the ventilator, the patient will no longer be exhaling
into the ventilator circuit. Therefore, on most acute care ventilators the high and low tidal
volume, the high and low minute volume and the apnea alarms must be reassessed.
High and Low pressure alarm settings on the ventilator must be reassessed at
this time (e.g., making them more sensitive for disconnect and obstruction) to
ensure patient safety. Follow manufacturer’s recommendations for ventilator self
testing (e.g., a short EST should be performed with circuit changes on some
acute care ventilators). Some manufacturers provide a speaking valve mode that
should be utilized with the PMV.

7. Monitoring and Removal of PMV: Observe the patient with the PMV in place to ensure
the patient has adequate airflow around the tracheostomy tube. If patient exhibits signs
of respiratory distress, remove PMV immediately and reassess for airway patency. To
remove PMV, take PMV out of ventilator circuit and replace with original set up. Return
ventilator to all previous settings before reinflating tracheostomy tube cuff.

8. The patient’s ventilator settings should be returned to previous levels after PMV is
removed.

A WARNING: REMOVE PMV AND RETURN VENTILATOR SETTINGS TO PREVIOUS
LEVELS PRIOR TO REINFLATING TRACHEOSTOMY TUBE CUFF.
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9. Patient Transitioning: Review the “Patient Transitioning” section of Passy-Muir™
Tracheostomy & Ventilator Swallowing and Speaking Valve Placement: Non-Ventilator
Dependent Application (page 7).

ADDITIONAL TRANSITIONING ISSUES

Excessive air loss through mouth and nose: If the patient reports discomfort due to
feeling a continuous rush of air through the mouth and nose, the following suggestions
should be considered:

a. Vocal cord and/or breathing retraining may be indicated due to reduced glottal
control.

b. Ventilator compensation may be useful in this situation to help control the rushing
of air through the upper airway. Adjustments made in flow rate, tidal volume and/or
mode may help to reduce the discomfort the patient is feeling.

c. Gradual cuff deflation prior to PMV™ use over a few days (as tolerated) may help the
patient adjust more comfortably to the sensation of airflow through the upper airway.

CARE AND LIFETIME OF THE PMV

The PMVs are packaged in single units. Ideally, the patient should have an additional PMV to
serve as a back-up so that one can be cleaned while the other is being used. The PMV and
PMV Secure-It™ should be cleaned daily after wearing.

A CAUTION: Improper cleaning may damage the device and result in malfunction
or airway obstruction. Clean device in accordance with cleaning procedure
identified in this booklet.

1. Cleaning Procedure
The following cleaning instructions also apply to the PMV Secure-It:

e Swish PMV in soapy, warm water (not hot water.) Rinse thoroughly with warm
water. Allow PMV to air dry thoroughly before placing in storage container. Do
not apply heat to dry PMV.

* DO NOT use hot water, peroxide, bleach, vinegar, alcohol, brushes or cotton
swabs to clean PMV. Do not autoclave.

2. Lifetime of the PMV

The lifetime of the PMV is two months when cleaned and used properly. The PMV
should be replaced every two months or sooner if it becomes damaged, sticky, or noisy;
starts vibrating; or exhibits increased resistance on inspiration or any other difficulties.

3. DISPOSAL

Discard the PMV as medical waste per applicable national regulations and facility
policy.

Medical Device Regulation Notice: Any serious incident that has occurred in relation to the
device should be reported to the manufacturer and the competent authority of the Member
State in which the user and/or patient is established.
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PASSY-MUIR™ TRAKEOSTOMIi VE VENTILATOR YUTMA VE KONUSMA VALFLARI

ICINDEKILER: Bu paket, su Passy-Muir Trakeostomi ve Ventilatér Yutma ve Konusma
Valflari’'ndan birini igerir: PMV™ 005 (beyaz), PMV 007 (Aqua Color™), PMV 2000 (seffaf)
veya PMV 2001 (Purple Color™); Kullanim Kilavuzu ve trakea tipU pilot balonunda kullanim
icin Uyar Etiketleri ve bir saklama kabi. PMV 2000 (seffaf) ve PMV 2001 (Purple Color)
ambalajina bir adet PMV Secure-It™ de dahildir. PMV 005 (beyaz), PMV 007 (Aqua Color),
PMV 2000 (seffaf) ve PMV 2001 (Purple Color) lateks icermez. Igerik maddeleri steril degildir.

KULLANMADAN ONCE TUM UYARILARI, IKAZLARI VE TALIMATLARI DIKKATLI BiR
SEKILDE OKUYUN

KULLANIM TALIMATLARI

Aksi belirtilmedikce asagidaki talimatlarn PMV 005 (beyaz), PMV 007 (Aqua Color),
PMV 2000 (seffaf) ve PMV 2001 (Purple Color) i¢in gegerlidir. PMV’lerin ventilator
uygulamasiyla ilgili ek talimatlara bakiniz.

PASSY-MUIR TRAKEOST_OMi VE VENTILATOR YUTMA VE KONUSMA VALFLARININ
KULLANIMINA DAIR TALIMATLAR HASTAYA VE TRAKEOSTOMI BAKIMINDA EGITIM
ALMI$ TUM PERSONELE BILDIRILMELI VE VERILMELIDIR.

A DIKKAT: Federal Yasalar (ABD), bu aletin doktor regetesiyle ya da doktor tarafindan
satisini yasaklar. Serin ve kuru bir yerde saklayin.

AUYARI: TEK KULLANIMLIKTIR. BU ALET, BELIRTILEN ENDIKASYON DISINDA
KULLANIM VE SATIM ICIN TASARLANMAMISTIR.

/\ UYARI: PMV KULLANAN HASTALAR, DOKTOR DIREKTIFINE GORE IZLENMELI
VE/VEYA TAKIP EDILMELIDIR.

A UYARI: HAVA YOLU TIKANIK_LIGINA NEDEN OLABILECEGINDEN CIHAZ HASAR
GORMUS VEYA DEGISTIRILMISSE KULLANMAYINIZ.

AUYARI: PMV’Yi UYGULAMADAN ONCE TRAKEOSTOMI TUPU KAFININ HAVASI
TAMAMEN BOSLATILMALIDIR. EGER KAFIN TAMAMEN HAVASI BOSALTILMAZSA
HASTA NEFES ALAMAYACAKTIR. KOPUKLE DOLU KAFLI TRAKEOS_TOMi TOPU
ILE BIRLIKTE KULLANMAYIN. HASTANIN YETERLI HAVA YOLUNA SAHIP OLMASINI
TEMIN ETMEK IGIN PMV’Li HASTAY! YERINE iZLEYIN.

/\ UYARI: TRAKEAL VE/VEYA LARINGEAL STENOZU GIBI CIDDi HAVA YOLU
TIKANIKLIGI DURUMUNDA KULLANMAYIN. SON EVRE AKCIGER HASTALIKLARINDA
DIKKAT EDILMELIDIR. YONETILEMEZ AKCIGER SEKRESYONLARINA SAHIP
HASTALARDA KULLANMAYIN. LARENJEKTOMILI HASTALARA YONELIK BIR
ALET DEGILDIR. ENDOTRAKEAL TUPLER ILE BIRLIKTE KULLANMAYIN. UYURKEN
KULLANMAYIN.

/\ UYARI: BIR PMV'Yi BIR IS| NEM DEGISTIRICI (HME) ALETI VEYA HIGROSKOPIK
KONDENSAN NEMLENDIRICI (HCH) ILE BIRLIKTE KULLANIRKEN DIiKKAT EDIN.
BU ALETLER, BiR HASTANIN DISARI VERDIGI HAVADAN NEM ELDE EDER. PMV
YERINDEYKEN SOLUK, TRAKEOSTOMi TUPU ARACILIGIYLA VERILMEZ VE BU
DURUM, HME VEYA HCH’NIN PERFORMANSINI ETKILEYEBILIR. EK NEMLENDIRME
GEREKEBILIR.

A DIKKAT: Tutma halkal tek kullanimlik bir i¢ kaniile sahip bir trakeostomi tiiplii bir PMV
005'i (beyaz) kullanirken tutma halkasi, trakeostomi tipinin 15 mm gdébeginin 6tesine
uzaniyorsa PMV uygulamasindan énce i¢ kapsulin cikariimasi gerekebilir. Kullanmadan
once i¢ kanulin gikarilmamasi, PMV 005 (beyaz) diyaframinin agilma hareketini
engelleyebilir.

A DIKKAT: llagli nebiilizatér tedavilerinin veriimesinden énce PMV'yi gikarin. Eger PMV,
yanlishkla ilagh nebilizator tedavisi sirasinda kullanilirsa derhal ¢ikariimali ve ilag
kalintilarini gidermek igin iyice durulanmalidir glinkti bazi ilaglar, PMV diyaframini olumsuz
etkileyebilir.
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KULLANIM AMACI

PMV 005, PMV 007, PMV 2000 ve PMV 2001 hem kisa dénem hem de uzun dénem trakeostomili
hastalarin parmakla tikamadan ses ¢ikarmasinin yani sira ventilatére bagli hastalarin da ses
cikarmasini saglamak amaciyla tasarlanmistir. Yenidogan, pediatrik ve yetiskin hastalar icin
uygundur. Hekimler icin dekanllasyonda degerlendirme cihazi olarak kullanimin yani sira
hastaya Ust solunum yolunu kullanirken konfor ve gliven saglamada da idealdir.

TANIM

Passy-Muir™ Trakeostomi ve Ventilatér Yutma ve Konusma Valflari (PMV’ler), hastanin tam
glcte kesintisiz konusmasina izin verirken bir trakeostomi tiiptine sahip hasta igin parmak
tikanikhgr gereksinimini ortadan kaldirmak Gzere tasarlanmaktadir.

PMV’ler; fenestre, fenestre olmayan, kafsiz, metal ve havayla dolu kafli (kafin havasi tamamen
bosaltiimig) gibi tirleri iceren yetiskin, pediatrik ve neonatal trakeostomi tliplerinin tGniversal 15
mm gobegine takilan hafif, tek yonli kapali konum “kagaksiz” valflardir. Agik konum tek yonlu
konugma valflarindan farkli olarak kapali konum “kacaksiz” PMV’ler, nefes alma hari¢ egilimli
kapali konumu korur. Hasta nefes aldiginda PMV™ agilarak havanin trakeostomi tiipiine ve
akcigerlere girmesine izin verir. Nefes almanin sonunda PMV kapanir ve nefes verme sirasinda
sizdirmaksizin kapali kalir. Nefes verme sirasinda hava, trakeostomi tipune ve girtlak ile
yutaga dogru yonlendirilerek havanin, ses tellerinden ve agiz ve burun boslugundan gegmesiyle
konugmaya olanak saglar.

Patentli kapali konum “kagaksiz” tasarimi, sekresyonlarin trakeostomi tlpune girmesini
ve PMV'’yi tikamasini 6nleyen tup iginde bir hava sutunu olusturur. PMV’nin egilimli kapali
konumu, hastayi daha normal kapali bir solunum sistemi durumuna getirir. Bu durum; yutmay!
kolaylastiran, aspirasyonu azaltabilen ve hastanin sekresyonlari adiz yoluyla ¢ikarmasini
saglayan daha guglu ve etkili 6kstirmeyi kolaylastiran pozitif subglottik basincin geri getirilip
iyilestiriimesiyle sonuglanir.

PMV’lerin hem kisa hem de uzun vadede yetiskin, pediatrik ve neonatal trakeostomize ve/veya
ventilatére bagimli hastalar tarafindan kullaniimasi amaglanmistir. Hedeflenen kullanicilar,
trakeostomili hastalarin bakimi konusunda egitim almis saglk profesyonelleri, hekimler,
hemsireler, konugma ve dil patologlari, fizyoterapistler ve solunum terapistleri ile bakicilar ve
bir saglik profesyonelinin gozetimi altindaki hastalardir.

Diger Tum Konusma Valflari

PMV™ Kapali Konum “Kagaksiz” Tasarim

Acik Konum Konugma Valflari (1) PMV'ler, Nefes Almanin Sonunda Hig Hava Sizdirmadan Tamamen
Nefes Verme Sirasinda Hava Kapanarak Kapali bir Solunum Sistemi ve Daha Normal Bir Solunum

Kagagina Sahip Olup Kapali Bir | Paterni Saglar.

Solunum Sistemi Saglamazlar | (2y Kapali Konum “Kacaksiz” Tasarim, Trakeostomi Tiipiiniin icinde

Bir Hava Situnu Olusturarak Hava Akisi ile Sekresyonlari Yukariya

Trakeaya (Soluk Borusu) Dogru Adizdan Ve/Veya Burundan Disariya

Yénlendirir.
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YARARLARI

PMV’ler, trakeostomize ve ventilatére bagiml hastalarin daha normal konusmalarini saglamak
Uzere gelistirilmistir. Ancak arastirmalar, PMV kullaniminin ilave énemli yararlarini dogrulamigtir:

» Kapall Konum “Kagaksiz” Tasarim * Mekanik Ventilasyondan Ayrilmayi Kolaylastirir

Kapali bir Solunum Sistemi Geri Getirir - Dekaniilasyonu Hizlandirir

+ Konusma Uretimini lyilestirir + Koklama Duyusunu lyilestirir
« Yutmayi lyilestirir ve Aspirasyonu Azaltabilir  + Daha lyi Hijyen Saglar
» Sekresyon Yonetimini Kolaylastirir  Ventilatér Uygulamasi

» Kapali Konum “Kagaksiz” Tasarimi: Hastanin, trakeostomi tipundn elle tikamasina gerek
kalmaksizin pozitif hava yolu basinci olusturmasina olanak saglayan daha normal bir kapali
solunum sistemini geri getirir.

» Konusma: Trakeostomize ve ventilatore bagimli hastalar, daha normal bir ifadeyle, daha iyi
ses kalitesi ve ylksek ses siddetiyle daha diizgiin konugma uretebilir. Bu durum, gocuklarda
konugma ve dilin normal gelisimine olanak saglar.

* Yutma: PMV'nin kullanimi, yutmanin giivenligini ve etkinligini iyilestirebilir ve aspirasyonu
azaltabilir. Bir kapali konum valfi, ylksek faringeal/laringeal duyarlihgi kolaylastiran ve pozitif
subglottik hava basincini iyilestiren daha normal bir kapali sistemi hastalara geri saglar.

/\ UYARI: PMV™ KULLANIMI YUTMAYI IYILESTIREBILMESINE VE BAZI HASTALARDA
ASPIRASYONU AZALTABILMESINE RAGMEN YUTMA FONKSIYONUNA DAIR
PMV’NIN UYGUN BIR SEKILDE KULLANIMINI BELIRLEMEK iGIN HER BIR
HASTADA ASPIRASYONUN VARLIGI VE/VEYA RiSKi DIKKATLI BIR SEKILDE
DEGERLENDIRILMELIDIR.

» Sekresyon Yonetimi: PMV'nin kapali konum “kacaksiz” tasarimi, hastalarin daha gticli ve
etkili 6kstrmelerini mimkin kilan ve dlzeltilmis pozitif subglottik basingtan dolayi yutmayi
iyilestiren bir “kapali sistem” olusturdugdu igin sekresyon yonetimini kolaylastirir. Nefes
verme sirasinda havanin Ust hava yoluna yonlendiriimesinden dolayi oral sekresyonlarin
buharlagsmasini da kolaylastirir. Sonug olarak emme ihtiyaci azalabilir.

/N UYARI: HAVA YOLUNUN TIKANMASINA YOL AGABILEN YOGUN YONETILEMEZ
SEKRESYONLARA SAHIP HASTALAR, PMV KULLANIMI iGiN DIKKATLI BiR SEKILDE
DEGERLENDIRILMELIDIR.

* Mekanik Ventilasyondan Ayrilma: PMV, hastalari mekanik ventilasyondan ayirmak icin ek
bir alet olarak kullanilabilir. Kapali konum “kagaksiz” tasarim, oksijenasyonu gelistirebilen
fizyolojik PEEPyi iyilestiren daha normal bir kapali solunum sistemini yeniden olusturur.
Hasta, Ust solunum yollarindan nefes vermeye alistik¢a hasta glvenligi iyilesir ve solunum
kasinin yeniden egitilmesi kolaylagir.

» Dekaniilasyon: PMV, fizyolojik veya duygusal nedenlerden dolayi tikamay kaldiramayan
hastalar i¢in trakeal tup tikamaya yonelik bir alternatif olarak kullanilabilir. Eger hasta,
tikanmayi yalnizca kisa bir sureligine kaldiriyorsa hastanin agik trakeostomi tiiptiinden trakeal
tikamaya gegisine yardimci olmak igin bir adim olarak arada kullanilabilir. PMV, hastanin nefes
verme sirasinda Ust solunum yoluyla daha normal bir solunum paternine uyum saglamaya
baslamasina olanak saglayarak trakeostomi dekaniilasyon sirecine yardimci olur. Bu durum,
hastanin giiven kazanmasina ve hekimin hava yolu agikhigini degerlendirmesine olanak
saglar.

» Koklama Duyusu: PMV, nefes verme sirasinda hava akisinin agiz/burun bosluklarinda
yeninden olusturulmasiyla koku alma duyusunu iyilestirebilir. Bu iyilesen koku alma duyusu;
tat alma duyusu, istah ve kalori aliminda artiga neden olabilir.

» Hijyen: PMV iyilestiriimis trakeal hijyenini kolaylastirir. Bu, enfeksiyonlara yol agabilen
trakeostomi tliptiniin elle/parmakla tikama ihtiyacinin ortadan kaldiriimasindan dolayidir.
PMV, partikullerin trakeaya girmesini 6nlemek utzere bir filtre islevi de gorur. Sekresyonlar,
oral ekspektorasyona izin verip ortamin kirlenmesini azaltarak Ust solunum yoluna
yonlendirilir.

« Ventilatér Kullanimi: PMV™ 005 (beyaz), PMV 007 (Aqua Color™), PMV 2000 (seffaf) veya
PMV 2001 (Purple Color™), uygun ventilator tlipliniin kullanimiyla yetiskin, pediatrik ve neonatal
hastalarda ventilator ile birlikte veya olmadan degistirilebilir bir bicimde kullanilabilir.

KULLANIM ENDIKASYONLARI

Kontrendikasyonlar beliriimedikce trakeostomize (ventilatore bagimh veya degil)
yetiskin, pediatrik ve neonatal hastalari, PMV adaylari olarak diigiinmeleri yoniinde
uyandirin ve uyarin. Nefes verme sirasinda hava gegidi, trakeostomi etrafinda ve list
solunum yolunda yeterli oimahdir. PMV sadece tek hasta kullanimi i¢in tasarlanmisgtir.

KULLANIM ENDiK_A_SYONLARI, ASAGIDAKILERLE SINIRLI OLMAMAK UZERE
SUNLARI IGEREBILIR:

» Ventilatér Bagimhhgi + Kas-Sinir Hastaligi
» Kuadripleji » Kafa Travmasi

» Kronik Obstriiktif Akciger Hastaligi + Hafif Trakeomalazi
» Hafif Trakeal ve/veya Laringeal Stenozu

+ Ciddi bir hava yolu tikanikligi olmaksizin iki Tarafli Ses Teli Felci

» Obstriktif Olmayan Laringeal Tumorleri (tumoriin cerrahi olarak rezeksiyonun ardindan
ses teli fonksiyonuna sahip hastalari igerebilir)

» Uyandiklarinda tikamaya alternatif olarak trakeostomize olan uyku apneli hastalar

» Trakeal tikanmayi duygusal veya fiziksel olarak kaldiramayan hastalar

KONTRENDIKASYONLAR

« Bilinci Kapali ve/veya Komadaki Hastalar

* Sisirilmis Trakeostomi TlipU Kafi

» Kdpukle Dolu Kafli Trakeostomi Tupu

* Yeterli Nefes Vermeyi Onleyebilen Ciddi Hava Yolu Tikanikligi

« Kalin ve Bol Sekresyonlar

» Hava Hapsine Yol Agabilen Ciddi Olarak Azalmig Akciger Esnekligi
* Gross Aspirasyon

* Bu aletin, endotrakeal tiiplerle birlikte kullaniimasi amaglanmamistir



PASSY-MUIR™ TRAKEOSTOMI VE VENTILATOR
YUTMA VE KONUSMA VALFLARININ KULLANIM KILAVUZU

Bu kurallar, doktor direktifi ile birlikte kullaniimahdir:

TRAKEOSTOMIZE VENTILATORE BAGIMLI OLMAYAN HASTALAR iGiN, HASTANIN
TRAKEAL ODEMi VE/VEYA CERRAHI iSLEMDEN SEKRESYONLARI AZALMISSA
TRAKEOTOMI YAPILDIKTAN 48 ILA 72 SAAT SONRA PMV™ YERLESTIRILEBILIR.

VENTILATORE BAGIMLI HASTALAR iGIN VENTILATOR UYGULAMA TALIMATLARINA
BAKINIZ.

TRAKEOSTOMi TUPU DEGISTIRILMISSE, PMV YERLESTIRME UYGULAMASI
TRAKEAL $iSKINLiGi VE/IVEYA BRONKOSPAZMI TETIKLEYEBILDIGi iCIN BU
ISLEMIN 48-72 SAAT ERTELENMES| GEREKEBILIR.

GENEL TEDBIRLERE UYULMASI ONERILIR.

PASSY-MUIR TRAKEOSTOMI VE VENTILATOR YUTMA VE KONUSMA VALFLARI iGiN
YERLESTIRME ONCESi DEGERLENDIRME KURALLARI

1. Biligsel Durum: Hasta uyanik, iletisim kurmaya karsilik veren ve istekli olmalidir. Hasta
uyuyorken PMV kullanmamalidir.

2. Tibbi/Akciger Durumu: Hasta, trakeostomi tiiplinden burun ve agiz bosluklarindan
disariya dogru nefes vermek icin gerekli uygun akciger mekaniklerine sahip olmalidir.
Hasta degerlendirmesi asagidakilerle sinirli olmamak tzere sunlari igermelidir:

* hayati belirtiler

»  oksijen satiirasyonu

* hastanin tepkisi

* solunumun igleyisi

* hava yolu acikhgi

* solunum sesleri

* hastanin ve trakeostomi tiplinin dizgin konumlandiriimasi
* hastanin psikolojik ve motivasyonel sorunlari

3. Kafin Havasini Bosaltmayi Kaldirabilirlik: Soluk verilen havanin trakeostomi tliptine
ve oronazofarinkse gegmesine olanak saglamak icin kafin havasinin bosaltiimasi
PMV ile birlikte zorunludur. Eger hastanin, baslangigta kafin havasinin bosaltiimasini
kaldiramadigi belirlenirse (gross aspirasyonu riski ve mekanik ventilasyonun yogun kritik
kontroll gereksinimi gibi) hastanin tibbi durumunda degisiklikler meydana geldikge kafin
havasinin bosaltilmasi igin yeniden degerlendirilmesi gereklidir.

4. Sekresyon Yonetimi: PMV’'nin kullanimi, sekresyonlarin hasta tarafindan hareket
ettiriimesi ve adiz yoluyla atiimasini kolaylastirabilir. Asiri bolluk, viskozite ve/veya devam
eden enfeksiyon sekresyonun yonetebilirligini etkiler. Sekresyonlarin artan ve/veya farkli
viskozitelerini ydnetebilirlik hastaya gore degisecektir. Sekresyonlar yonetebilir oluncaya
kadar PMV kullaniminin sinirlandiriimasi ya da gegici olarak ertelenmesi gerekebilir.

/\ UYARI: HAVA YOLUNUN TIKANMASINA YOL AGABILEN YOGUN YONETILEMEZ
SEKRESYONLARA SAHIP HASTALAR, PMV KULLANIMI iGIN DIKKATLI BIR SEKILDE
DEGERLENDIRILMELIDIR.

5.  Yutma: Hastanin aspirasyon riski, sekresyonlarin miktarini, yogunlugunu ve yonetebilirligini
etkileyebildigi icin degerlendirilmelidir. Gross aspirasyonun varlidi hastanin, kafin havasinin
boslatiimasi ve PMV™ kullanimina yénelik uygunlugunu belirlemekte énemli bir rol
oynayabilir. Yutma isleminin glvenligi ve etkinligi, trakeostomi tiipiiniin varligindan dolayi
olumsuz etkilenebilir. Bazi trakeostomize kisiler hi¢ yutma zorlugu yasamazken birincil
tanilar tipik olarak yutma sorununu gostermese de birgogu disfaji ve aspirasyon yasar.
PMV’nin kullanimi, yutmanin giivenligini ve etkinligini iyilestirebilir ve aspirasyonu azaltabilir.
PMV’nin kapali konum “kagaksiz” valfi, yiuksek faringeal/laringeal duyarlilidi kolaylastirdigi
ve pozitif subglottik hava basincini iyilestirdigi icin yutmayi kolaylastiran daha normal bir
kapali sistemi hastalara geri saglar.
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A UYARI: PMV™ KULLANIMI YUTMAYI IYILESTIREBILMESINE VE BAZI HASTALARDA

ASPIRASYONU AZALTABILMESINE RAGMEN YUTMA FONKSIYONUNA DAIR
PMV’NIN UYGUN BIR SEKILDE KULLANIMINI BELIRLEMEK iGIN HER BIiR
HASTADA ASPIRASYONUN VARLIGI VE/VEYA RiSKi DIKKATLI BiR SEKILDE
DEGERLENDIRILMELIDIR.

Hava Yolu Acikhgr: Hastanin, PMV'yi kullanmasi igin trakeostomi tiptnden yukariya
girtlak ve yutaga dogru ve burun ve agiz bosluklarindan digariya etkili bir sekilde soluk
verebilir olmalidir.

a. Bilinen herhangi bir hava yolu tikanikhgi (timér stenoz, granilasyon dokusu gibi)
olmadigindan emin olmak icin taniy1 kontrol edin.

b.  Trakeostomi tlipl, hastanin etkili bir sekilde soluk vermesinden énemli bir rol oynar.
Trakeostomi tlpl, konusmayi ve PMV’nin kullanimini kolaylastirmak icin trakeostomi
tiptnden yeterli hava akisina olanak saglayacak sekilde boyutlandiriimahdir. Bir
trakeostomi tlplnin kafi, havasi bosaltiimis olsa bile bir engel olusturabilir ve hava
yolu acikliginin degerlendirilmesi sirasinda dikkate alinmalidir. Kafli bir trakeostomi
tipU bulunan hastanin, kafsiz trakeostomi tipu icin PMV’nin kullanimiyla kafin
havasinin boslatilmasi geregini ortadan kaldirmak igin tibbi agidan uygun olup
olmadigi yéninde degerlendiriimesi gereklidir.

c. Hava yolu agikhginin hasta basinda degerlendirilmesi.

1. Varsa trakeostomi tlplnin kafinin havasini tamamen bosaltin. 2. Hastaya
trakeostomi tupiinden nefes almasini belirtin. 3. Yeterli nefes vermeyi temin etmek igin
hastaya agiz ve burundan nefes vermesini belirtirken trakeostomi tiptnu eldivenli bir
parmakla manuel olarak tikayin. Bu, hastanin bir dokuya, aynaya, tiiye vs. Ufletiimesiyle
gozlenebilir. Hastanin seslendirme varligini ve kalitesini belirlemek igin konusturmaya
calisin (6rneg@in “Aa” dedirtin, sayi saydirin vs.). Bazi hastalar yeterli bir sekilde nefes
verebilmesine ragmen baslangicta konusamayabilirler ve seslendirme degerlendiriimesi
velveya yeniden egitimi gerektirebilir. 4. Bazi hastalarin, tst solunum yoluyla nefes
vermeye alismalari 1-3 tekrarli adim girisimini gerektirebilir. Hastanin yeterli bir
sekilde soluk verebilmesi ve/veya ses ¢ikarabilmesinin belirlenmesinin ardindan diger
degerlendirme kriterleri karsilaniyorsa PMV yerlestiriimesini dustnebilirsiniz.

Akciger Uygunlugu: Kritik hasta ve kronik akciger hastalari degisken uygunlukiu
akcigerlere sahiptir. Bundan dolayi PMV kullanimi, yakindan takiple giin boyunca kisa
surelere sinirlandirilabilir. Agir akciger hastalari, akciger esnekligini kaybina ve dogal
gerginligin zayiflamasina neden olur. Bundan dolayi nefes verme uzar. Esnek olmayan
akcigerlerde meydana gelen hava hapsi ile ilgili potansiyel komplikasyonlardan kaginmak
icin PMV kullaniminin dikkatli degerlendiriimesi gereklidir. PMV kullanimi, verilen hava
akisini kolaylastirabildigi icin bunu géz 6nlinde bulundururken bu hastalar igin uygun bir
sekilde boyutlandirilmis bir trakeostomi tlip bilhassa ¢ok énemlidir.

Bakim Seviyesi: PMV’nin kullanimi, saglk hizmeti ortaminin surekliligi boyunca
gerceklestirilebilir. PMV’nin yerlestiriimesinin dederlendirilmesi, trakeotomiden 48-72 saat
sonra yapilabilir. Hasta istikrarli bir hale gelip trakeal 6demin ve mevcut sekresyonlarin
derecesine bagli olarak PMV’nin yerlestiriimesi doktor emriyle gergeklestirilebilir. Eger
degerlendirme kriterleri karsilanirsa bir haftalik bebekler de PMV’yi kullanabilir.



PASSY-MUIR™ TRAKEOSTOMi VE VENTILATOR YUTMA VE KONUSMA VALFLARININ

YERLESTIRME KURALLARI

VENTILATORE BAGIMLI OLMAYAN UYGULAMA

On degerlendirme kriterleri kargilandiktan sonra PMV ™ nin yerlestirimesi, agagidakilerle sinirli
olmamak uizere su kurallari uygulayan doktorun emriyle gerceklestiriimelidir:

1.

Egitim: Endiseyi azaltmak ve basarili bir sekilde PMV'ye gegisi saglamak igin hastaya,
ailesine ve hastayla ¢aligsan tim personele (tim vardiyalardaki) kontrendikasyonlar,
ikazlar ve uyarilar dahil PMV’nin kullanima yénelik talimatlar bildirilmelidir. Tim
prospektisl ve etiketleri hasta, aile ve personel ile birlikte gézden gegirin.

Hasta Degerlendirmesi: PMV'nin yerlestiriimesinden dnce, yerlestiriime sirasinda ve
sonrasinda hasta asagidakilere gére degerlendiriimelidir:

» Hayati belirtiler (kalp atis hizi, solunum sayisi, oksijen satilirasyonu)

» Solunum sesleri

» Hastanin renginde ve duyarliliyinda degisim

e Solunumun igleyisi

« Trakeal ve oral sekresyon durumu

Emme: Hem trakeal hem de oral emmenin gerektikge yapilmasi énerilir. Buna
trakeostomi tlpu kafinin (varsa) havasinin bosaltildiktan dncesi ve sonrasi dahildir.

Kafin Havasinin Bosaltilmasi: Trakeostomi tipu kafinin (varsa) havasinin yavasca
bosaltin. Kafin Ustlinde ve/veya Uzerinde bulunan sekresyonlari gidermek igin kafin
havasinin bosaltiimasinin ardindan hastanin tekrar emmesi gerekebilir. Kafli bir
trakeostomi tipu bulunan hastanin, kafsiz trakeostomi tiipii igin PMV’nin kullanimiyla
kafin havasinin boslatiimasi geregini ortadan kaldirmak icin tibbi agidan uygun olup
olmadidi yoninde degerlendiriimesi gereklidir.

AUYARI: PMV’Yi UYGULAMADAN ONCE TRAKEOSTOMI TUPU KAFININ HAVASI

TAMAMEN BOSLATILMALIDIR. EGER KAFIN TAMAMEN HAVASI| BOSALTILMAZSA
HASTA NEFES ALAMAYACAKTIR. PMV, KOPUKLE DOLU KAFLI TRAKEOSTOMi
TUPLERI ILE BIRLIKTE KULLANILAMAZ. EGER KAFIN HAVASI TAMAMEN
BOSALTILMISSA VE HASTA, TRAKEOSTOMi TUPUNDEN VE HAVASI BOSALTILMIS
KAFIN KITLESINDEN YETERLI HAVA AKISINA SAHIPSE PMV, KAFLI BIR
TRAKEOSTOMi TUPUYLE BIRLIKTE KULLANILABILIR.

Trakeostomi Tiipii Boyutu: Doktorun direktifine gére, PMV’nin kullanimina izin vermek
Uzere yeterli veriimis hava akisi saglamak igin daha kiguk bir trakeostomi tlpune veya
kafsiz bir tipe gecmek gerekebilir.

Uyan Etiketlerin Kullanimi: Personelin, PMV'nin diizgiin bir sekilde kullaniminin farkinda
olmasini kolaylastirmak igin hastanin kafli trakeostomi tliptinuin pilot balonuna PMV ile birlikte
verilen uyari etiketlerini takin.
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PMV™ Secure-It™ Eklentisi: Yalnizca PMV 2000 (seffaf) ve PMV 2001 (Purple Color™)
icin gecerlidir. Ventilatér ile ayni anda kullanima y6nelik degildir. PMV’yi trakeostomi
tiplne yerlestirmeden 6nce PMV Secure-It glivenlik bandini PMV 2000’e (seffaf) veya
PMV 2001’e (Purple Color) takin. Trakeostomi tliptine takilan PMV Secure-It glvenlik
bandinin kullanimi, sayet trakeostomi tiptinden yanliglik ¢ikarsa (6ksurme sirasinda)
PMV’nin kaybini 6nlemeye yardim edecektir. PMV Secure-It gtivenlik bandinin kullanimi
istege baghdir.

a. PMV Secure-It guvenlik bandini, PMV 2000 (seffaf) ve PMV 2001 (Purple Color)
tarafinda bulunan kiiguk deligin icine PMV Secure-It'in uzun konik ucunu dis acarak
(Sekil 1) ve iki centik arasina dayanincaya kadar iginden gekerek (Sekil 2) takilabilir.

b. PMV Secure-It'in diger ucunu, trakeostomi tiptinin 15 mm gébegine yakin hastanin
trakeostomi tliplnin gevresine yerlestirin (Sekil 3) ve diigme ilikler gibi tutturun (Sekil 4).

/\ UYARI: PMV 2000 (SEFFAF) VEYA PMV 2001’ | (PURPLE COLOR™) VENTILATOR ILE

8.

AYNI ANDA KULLANIRKEN PMV™ SECURE-IT™ TAKMAYIN GUNKU BAGLANTININ
KESILMESI ALARMINA ENGEL OLABILIR.

c. Adim 9'da belirtilecegi lizere trakeostomi tlipl gdbeginden PMV'yi gikardiktan sonra
PMV Secure-It guvenlik bandini PMV’den ¢ikarmadan 6nce trakeostomi digimuine
takih olan tutturucuyu ¢dzerek PMV Secure-It (yalnizca PMV 2000 (seffaf) veya PMV
2001 (Purple Color) ile birlikte) ikarilabilir. Sonra PMV Secure-It, PMV tarafindaki kiigtik
delikten disari hafifce gekerek gikarilabilir.

PMV™ Secure-It™ ’in Yerlestiriimesi

PMV Eklentisi: Bir elinizle trakeostomi tliplnu sabit tutarken PMV'’yi yaklasik geyrek
donus yaparak diger elinizle trakeostomi tupinin 15 mm gébegine takin. PMV,
emniyetli yerlestirme igin surtinmeli gegmeye sahiptir.

ADiKKAT: PMV 005'i (beyaz) trakeostomi tliptiniin Uzerine yerlestirirken asir kuvvet

kullanilmamalidir ¢tinki bu, PMV diyaframinin hareketini engelleyebilir.
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9. Hasta izleme ve PMV’nin Gikarilmasi: PMV'nin diyaframinin hastanin nefes almasi
sirasinda agildigindan ve nefes verme sirasinda kapali kaldigindan emin olmak icin
hastayi izleyin. Hastanin, trakeostomi tiptinde yeterli hava akisina sahip olmasini temin
etmek igin PMV™ yerlestirilmis hastay! izleyin. Eger hasta solunum yetmezligi belirtileri
gosteriyorsa PMV'’yi derhal ¢ikarin ve hava yolu acikligini yeniden degerlendirin.

PMV’yi cikarmak igin trakeostomi tlpUn bir elinizle sabit tutarken diger elinizle PMV'yi
hafifce gevirin. Donen bir gébegde sahip bir trakeostomi tliptind kullaniyorsaniz PMV'yi
cikarirken gevirme hareketi yerine sallamak gerekebilir.

/\ UYARI: EGER HASTA PMV’Yi KULLANMAKTA GUGLUK GEKIYORSA HASTADA
STENOZ, DOKU KITLESi, TRAKEOMALAZi, GRANULASYON, ORTA HAT
KONUMUNDA SES TELi FELCi, SEKRESYONLAR YA DA HASTANIN TRAKEASI
iCiN ASIRI BUYUK BOYUTLU BIR TRAKEOSTOMI TUPU NEDENIYLE HAVA YOLU
TIKANIKLIGI VAR OLABILIR. TIKANIKLIGIN GIDERILMESIYLE HASTA, PMV
KULLANIMI iGIN YENIDEN DEGERLENDIRILMELIDIR.

10. Hasta Gegisi: Birgok hasta, PMV’ye hemen ve kolaylikla uyum saglar. Ancak bazi hastalar,
PMV kullanmaya kademeli bir gecis gerektirebilir. Bazi hastalar, ayakta oldugu tum saatler
sirasinda (gunde 16-18 saat gibi) PMV'yi kaldirabilir. Eger hasta, uzun siire konusmadiysa
solunum paterninin ve ses/konusma Uretiminin yeniden egitimesi gerekebilir. Yeniden
egitime bir Konugsma-Dil Patologu yardimci olabilir. Hastalar, oral/nazal odalardaki hava
akisi ve artan solunum kasi aktivitesinin etkileri gibi daha normal soluk alma hissi tecriibe
edecektir. Oral/nazal odalarda normal verilen hava akisini ve subglottik basinci yeniden
olusturan kapali bir sistemin diizenlenmesinden dolayi hastalar baglangicta artan 6ksuruk
yasayabilir. Bu ylzden sekresyon yonetimi, akciger hijyenine yardimci olan trakeal
sekresyonlarin temizlenmesiyle ve hareket olusturarak kolaylastirilir. Eger hasta uzun sure
asiri oksurturse PMV™ cikarilmall ve hava yolu acikligi yeniden degerlendirilmelidir.

SORUN GIDERME

Eger hasta, st solunum yolundan yeterince nefes veremiyorsa asagidakilerin yeniden
degerlendiriimesi gerekebilir:

» Kaf Degerlendirmesi: Trakeostomi tipu kafinin tamamen havasinin bosaltildigindan
emin olun. Gerekmese de kafsiz bir trakeostomi tlipi, PMV™ ile kullanim igin
optimum hava yolu agikligi saglayabilir ve hasta uygun bir adaysa bu, géz 6niinde
bulundurulmalidir.

* Trakeostomi Tiipii Degerlendirmesi:Trakeostomi tiipiiniin boyutundan ya da havasi
bosaltiimis kafin kitlesinden dolay! yeterli nefes vermeyi mimkdiin kilmak igin tipin
boyutunu disurmenin gerekli olup olmadigini belirlemek Uzere trakeostomi tipu
boyutunu degerlendirin.

* Hava Yolu Tikanikhg:: Bilinmeyen hava yolu tikanikliginin (stenoz, granulasyon,
kitle, ses teli felci vs. gibi) varlidi icin hekim degerlendirmesi (bronkoskopi gibi) dikkate
alinmalidir

*  Konumlandirma: Hasta ve trakeostomi tlpinun optimum konumlandiriimasini saglamak
lizere yeniden degerlendirin.

* Hasta Endigesi: Trakeostomize hastalar, PMV yerlestiriimesiyle baslangigta kaygi
duyabilirler. Hastanin, soluk vermenin ardindan Ust solunum yolundan hava akisini
hissedecegine ve baslangi¢cta hava yolundan ve agizdan sekresyonlarin hareketini
yasayabilecegine dair aciklamayla PMV’nin yerlestiriimesinden dnceki hasta egitimi,
kayglyi biraz azaltmaya yardim edebilir. Ayrica dikkat dagitma tekniklerinin (telefon
gorusmeleri, aile ve hekim ziyaretleri gibi) yani sira basit spirometri veya ayna, pamuk,
tly, i1slik veya baloncuk kullanimi gibi gérsel teknikler nefes vermeyi ve/veya konusmayi
kolaylastirmak icin kullanilabilir.
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PMV BAGLANTILARI

Fenestre Trakeostomi Tiipleri: : Bir fenestre tip GEREKMESE de PMV™, fenestre trakeostomi
tipleriyle birlikte kullanilabilir. PMV'yi baglamak lizere bir i¢ kantl kullaniliyorsa fenestrasyondan
yararlanmak igin hem i¢ hem de dis kanUliin fenestre edilmesi gerekir. Fenestre tlp kafliysa kafin
havasi tamamen bosaltiimalidir. PMV'yi fenestre bir tip ile birlikte kullanmak, PMV’'nin diger
faydalariyla beraber konusma sesinde daha iyi gelisim avantaji sunabilir.

i¢ Kaniil: PMV, siirtiinme gegmeli yetiskin, pediatrik ve neonatal trakeostomi tiiplerinin tiniversal
15 mm gobegi Uzerine oturur. Bazi trakeostomi tlip tasarimlari, i¢c kanulin ya da dis kanulin
pargasi olarak 15 mm gébegi saglayabilir. Tutma halkali tek kullanimlik bir i¢ kantle sahip
trakeostomi tiiplerinde PMV 005'i (beyaz) kullanirken tutma halkasinin, trakeostomi tiiptiniin
15 mm goébeginin 6tesine uzanmamasini temin etmek gereklidir. Eger 15 mm gobegine 6tesine
uzaniyorsa PMV 005 (beyaz) kullanimindan énce i¢ kandl ¢ikariimalidir.

A DIKKAT: Eger i¢ kaniiliin Gizerindeki tutma halkasi 15 mm gébeginin disina gikiyorsa PMV
005 (beyaz) diyaframinin hareketini engelleyebilir.

Premier Medical’in veya Pilling Weck Metal Jackson’in Geligsmis Tiipleri:

PMV 2020 (seffaf)

(15 mm ig gap / 23 mm dig gap) PMA™ 2020-S Adaptdri’'niin kullanimiyla sadece Premier Medical
veya Pilling Weck Metal Jackson’in gelismis trakeostomi tiplerine (boyut 4-6 veya esdegeri)
takmak igin tasarlanan hafif, tek yonlu kapali konum “kagaksiz” valftir (Sekil 5a). Daha fazla bilgi
icin litfen, Passy-Muir Inc. ile iletisime gegin.

- 15 mm gﬁbekll
N Yetiskin TUpu

15 mm Adaptor

PMV™ 2020 (seffaf)

PMA™ 2020-S
Adaptori

15 mm l¢ Kanilli
Sekil 5a Sekil 5b Pediatrik Tiipti

Diger Metal Trakeostomi Tupleri: Metal trakeostomi tiplerinin (pediatrik ve yetiskin boyutlari)
bazi Ureticileri, diger solunum ekipmanin yani sira PMV’lerin badlanmasina izin verecek
olan 15 mm gdébekli bir opsiyonel bir i¢ kanil sunar. 15 mm gobekli bir i¢ kandl, Ureticiden
veya dagitimcisindan siparis edilebilir. PMV’nin yerlestiriimesine izin veren bir 15 mm gdbek
olusturmak Uzere plastik bir endotrakeal tiip adaptéri disuk profilli metal bir trakeostomi
tipuine boyutlandirilabilir.

Nem: Bir trakea boyunlugu veya T-pargasinin kullaniimasiyla mevcut PMV’li trakeostomi tiipu
alaninda nem (ilagsiz isitilmig aerosol) uygulanabilir.
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/\ UYARI: BIR PMV'Yi BIR ISI NEM DEGISTIRICI (HME) ALETI VEYA HIGROSKOPIK
KONDENSAN NEMLENDIRICI (HCH) ILE BIRLIKTE KULLANIRKEN DIKKAT EDIN. BU ALET,
BIiR HASTANIN DISARI VERDIGI HAVADAN NEM ELDE EDER. PMV™ YERINDEYKEN
SOLUK, TRAKEOSTOMi TUPU ARACILIGIYLA VERILMEZ VE BU DURUM, HME’NIN
PERFORMANSINI ETKILEYEBILIR. EK NEMLENDIRME GEREKEBILIR.

ADiKKAT: llagh nebiilizatér tedavilerinin verilmesinden énce PMV'yi gikarin. Eger PMV,
yanliglikla ilagh nebdllizatér tedavisi sirasinda kullanilirsa derhal gikariimali ve ilag kalintilarini
gidermek igin iyice durulanmalidir ¢linkl bazi ilaglar, PMV diyaframini olumsuz etkileyebilir.

PASSY-MUIR™ VALFI OKSIJEN ADAPTORU
(PMA™ 2000 O, ADAPTORU)

Daha fazla bilgi icin PMA2000 kullanim talimatlarina bakiniz.
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VENTILATOR UYGULAMASI

A Ventilatore bagimli hastalarda PMV’leri kullanirken 6nceki tiim talimatlar, uyarilar ve
ikazlar dikkatli bir sekilde gézden gecirilmeli ve asagidaki ventilatore uygulamasi
kurallari dahil etmelidir:

PMV™ 005 (beyaz), PMV™ 007 (Aqua Color™), PMV™ 2000 (seffaf) veya PMV™ 2001 (Purple
Color™), akut tedavi ve portatif ventilator ile birlikte ve en konvansiyonel ventilasyon
kipleriyle beraber kullanilabilir.

PMV 005 (beyaz), PMV 007 (Aqua Color), PMV 2000 (seffaf) veya PMV 2001 (Purple Color),
ventilator tiipiiniin tipine bagli olarak ventilator ile birlikte veya olmadan degistirilebilir
bir bicimde kullanilabilir. PMV 005 (beyaz), PMV 2000 (seffaf) ve PMV 2001 (Purple Color)
23 mm dig ¢apa sahiptir ve kisa, genis agizli, esnek, tek kullanimlik olmayan (kauguk)
ventilator tiipii ile birlikte kullaniimalidir. 22 mm dis ¢apa sahip PMV 007 (Aqua Color),
tek kullanimlik ventilator tiipline dogrudan oturmak ilizere tasarlanmistir ve genis agizli,
esnek tek kullanimlik olmayan (kauguk) tiip ile birlikte de kullanilabilir.

/) UYARI: PMV 005 (BEYAZ), PMV 2000 (SEFFAF) VEYA PMV 2001’ (PURPLE COLOR)
TEK KULLANIMLIK VENTILATOR TUPU ILE BIRLIKTE KULLANMAYIN CUNKU
BAGLANTININ KESILME POTANSIYELi VARDIR. GENi§ AGIZLI, ESNEK, TEK
KULLANIMLIK OLMAYAN (KAUGUK) TUP iLE BIRLIKTE KULLANIN.

1. “Passy-Muir™ Trakeostomi ve Ventilatéor Yutma ve Konugsma Valfinin
Yerlestirilmesi Ventilatére Bagiml Olmayan Uygulama” ile isaretli dnceki boliimii
sunlar hakkinda bilgi i¢cin gézden gegirin:

» Egitim » Hasta Degerlendirmesi « Emme
2. Ventilator Degerlendirmesi: PMV'nin yerlestiriimesinden 6nce yerlestiriimesi sirasinda

ve sonrasinda ventilator ayarlarinin degerlendiriimesine asagidakilerle sinilir olmamak
Uzere sunlar dahildir:

+ Kip « Ekspirasyon Sonu Pozitif Basing (PEEP)
» Tidal Volim Solunumu (V) « Pik inspiratuar Basing (PIP)
* Oran * Duyarlilik

» Solunan Oksijen Fraksiyonu (FIO,)  « Alarm Ayarlari
Not: Tiim ventilator diizenlemeleri hekimin emrini gerektirir.

3. Kafin Havasinin Bosaltilmasi: Hastanin kafli bir trakeostomi tipu varsa
hastanin rahathigi ve ventilatér sartlarini karsilamak amaciyla kafin havasinin
bosaltilmasindan sonra trakeostomi tliplinde sizintiyi telafi etmek Uzere ventilator
dizenlemelerinin gerekebilir. Kafli bir trakeostomi tiipl bulunan hastanin, kafsiz
trakeostomi tipu icin PMV’nin kullanimiyla kafin havasinin boslatiimasi geregini ortadan
kaldirmak igin tibbi agidan uygun olup olmadigi yéninde degerlendiriimesi gereklidir.

Eger kafin havasinin bosaltiimasinin ardindan PIP ciddi bir sekilde azalirsa alinan hava,
Ust solunum yolarindan kagabilir ve akcigerlere girmeyebilir. Bunu telafi etmek igin
V;'ye diizenlemeler gerekebilir. Kafin havasinin bosaltiimasi igin PIP’ler bu 6ncekiler
eslesinceye kadar (asir derece telafiden kaginmak igin) V;'yi kiiglik artimlarla arttirin.
(Kafin havasinin bosaltilmasi igin V; dizenlenirken V; artimlari, PIP’te bir artisla
sonuglanabilir.)

A UYARI: ON KAFIN HAVASININ BOSALTILMASI PiK INSPIRATUAR BASINGLARI ASMAYIN.
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A UYARI: PMV’Yi UYGULAMADAN ONCE TRAKEOSTOMi TUPUNUN HAVASI TAMAMEN

BOSLATILMALIDIR. EGER KAFIN TAMAMEN HAVAS| BOSALTILMAZSA HASTA
NEFES ALAMAYACAKTIR. PMV™, KOPUKLE DOLU KAFLI TRAKEOSTOMi TUPLERI
ILE BIRLIKTE KULLANILAMAZ. EGER KAFIN HAVAS| TAMAMEN BOSALTILMISSA
VE HASTA, TRAKEOSTOMi TUPUNDEN VE HAVASI BOSALTILMIS KAFIN
KITLESINDEN YETERLI HAVA AKISINA SAHIPSE PMV, KAFLI BIR TRAKEOSTOMi
TUPUYLE BIRLIKTE KULLANILABILIR.

PMV Eklentisi: Bir elinizle trakeostomi tlplni bir elinizle sabit tutarak ve PMV'yi
yaklasik ceyrek donus yaparak diger elinizle trakeostomi tupinin 15 mm gdbegine
PMV'yi takarak PMV™’in baglanti ucu tarafini dogrudan hastanin trakeostomi tipiine
(Sekil 6) uygulayin. PMV, emniyetli yerlestirmek igin surtinmeli gegmeye sahiptir.
PMV’nin baglanti ucu tarafi, déner bir adaptor (Sekil 7), Omniflex™ veya kapali kateter
araciliglyla da baglanabilir. PMV 007 (Aqua Color™), 22 mm i¢ ¢apli ve 15 mm dis
capli baglanti (disurici adaptor) saglayan adaptorleri kullanarak pediatrik ventilator
devresi ile ayni anda kullanilabilir.

/\ UYARI: PMV 2000 (SEFFAF) VEYA PMV 2001’ (PURPLE COLOR™) VENTILATOR iLE

AYNI ANDA KULLANIRKEN PMV SECURE-IT™| TAKMAYIN GUNKU BAGLANTININ
KESILMESi ALARMINA ENGEL OLABILIR.

A DIKKAT: PMV 005'i (beyaz) trakeostomi tiipiiniin, déner adaptériin ya da ayni anda emme

sisteminin Gzerine yerlestirirken asir kuvvet kullanilmamalidir ¢iinkt bu, PMV diyaframinin
hareketini engelleyebilir.

A DIKKAT: Ventilatér tiipiniin su yogunlasmasindan PMV’nin tikanikligini ve 6li alandaki

artisini 6nlemek igin PMV, trakeostomi tlipline mimkdin oldugu kadar yakin ve ayni hattan
daha asagi olmamak tzere takilmalidir.

VENTILATORE BAGIMLI
HASTALARLA KULLANIM )
iGIN VALFIN YERLESTIRILMESI

PMV™, 15 MM GOBEK ILE
DOGRUDAN TRAKEOSTOMI
TUPUNE BAGLANIR

PMV™ 007 ILE TEK
KULLANIMLIK TUPE
DOGRUDAN BAGLAYIN

PMV™ 005, PMV™ 2000
VEYA PMV™ 2001 ILE
GENI$ AGIZLI KISA
ESNEK TUP VALFIN
UZERINDEN KAYAR

STANDART DONER TUP
ADAPTORU ILE VALFIN
YERLESTIRILMESI

ADAPTOR, KISA ESNEK TUPU
SOLUNUM HATTINA BAGLAR

PMV™
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- PMV™ 007
lle Kapali Emme Kateter

PMV™ 007 ile Omniflex™
ve Pediatrik Tip ile Dusuriicii Adaptor

/\ UYARI: EGER HASTA PMV™Yi KULLANMAKTA GUGLUK GEKiYORSA HASTADA
STENOZ, KIiTLE, TRAKEOMALAZi, GRANULASYON, ORTA HAT KONUMUNDA SES
TELi FELCI, SEKRESYONLAR YA DA HASTANIN TRAKEASI iGIN ASIRI BUYUK
BOYUTLU BiR TRAKEOSTOMI TUPU NEDENIYLE HAVA YOLU TIKANIKLIGI VAR
OLABILIR. TIKANIKLIGIN GIDERILMESIYLE HASTA, PMV KULLANIMI iGiN YENIDEN
DEGERLENDIRILMELIDIR.

5. Hava Yolu Basinglari: Hastalar, (dogal) fizyolojik PEEP olusturan oronazofarinks ile
nefes vermekten dolay1 PMV'yi kullanirken hava yolu basinglari artabilir. Bu, PMV’nin
kapall konum “kagaksiz” tasarimiyla olusan kapali bir solunum sistemiyle geri getirilip
iyilestirilen dogal fizyolojinin pargasidir. Sonug olarak mekanik PEEP sartlari azalabilir.
Ayrica tupun igindeki normal turbllansh hava akisi artarak daha yliksek basinglar
olusturur. Hava yolu basing¢larinin artabilmesine ragmen bir hasta icin izin verilebilir
sinirlar iginde olmalidirlar.

Pik basinglar izin verilebilir sinirlarin Gzerinde oldugu zaman PMV’nin derhal gikariimasi
ve Ust solunum yolu acikhginin degerlendiriimesinin yapilmasi gereklidir. Ayrica PMV
kullanimiyla bazi hastalarca yasanan hava yolu basincindaki hafif artistan dolayi
ayarlarin uygun olmasini temin etmek igin ventilator devresine herhangi bir degisiklik
olarak algak basing ayarini baglantinin kesilmesine karsilik yeniden degerlendirmek
gereklidir.

6. Ventilator Alarm Ayarlari: PMV'nin kullanimindan 6nce ve kullanimi sirasinda ve
sonrasinda ventilatorlerdeki tim alarmlarin uygun diizenlemeye karsilik yeniden
degerlendirilmesi gereklidir.
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/\UYARI: YENIDEN DEGERLENDIRMEMEK VE VENTILATOR ALARMLARINI
AYARLAMAMAK HASTANIN GUVENLIGINi TEHLIKEYE ATABILIR.

PMV™, ventilator ile ayni anda yerlestirildiginde hasta, ventilator devresine artik nefes
vermeyecektir. Bu yuzden birgok akut bakim ventilatorlerinde ylksek ve alcak tidal
hacim, yuksek ve algak dakika hacmi ve apne alarmlari yeniden degerlendirilmelidir.
Hasta giivenligini temin etmek Uzere ventilator lizerindeki Yiiksek ve Diisiik
basing alarm ayarlari bu arada yeniden degerlendirilmelidir (baglantinin
kesilmesine ve tikanikliga daha duyarh kilmak gibi). Ventilatoriin kendi kendini
testi icin Ureticinin talimatlarina uyun (6rnegin, bazi akut bakim ventilatorleri
uzerindeki devre degisiklikleriyle kisa bir EST yapilmalidir). Bazi lireticiler, PMV
ile birlikte kullanilabilen bir konugma valfi saglar.

7. izleme ve PMV’nin Gikarilmasi: Hastanin, trakeostomi tiipiinde yeterli hava akisina
sahip olmasini temin etmek icin PMV yerlestirilmis hastay! izleyin. E§er hasta solunum
yetmezligi belirtileri gdsteriyorsa PMV'yi derhal ¢ikarin ve hava yolu agikligini yeniden
degerlendirin. PMV'yi ¢ikarmak igcin PMV'yi ventilator devresinden sokin ve orijinal
dlzenek ile degistirin. Trakeostomi tlipu kafini yeniden sisirmeden 6nce ventilatori
eski ayarlarina tamamen geri dondurun.

8. PMV cikarildiktan sonra hastanin ventilatér ayarlari, dnceki seviyelerine geri
doéndurulmelidir.

/\ UYARI: TRAKEOSTOMI TUPU KAFINI YENIDEN SISIRMEDEN ONCE PMV'YI GIKARIN
VE VENTILATOR AYARLARINA ONCEKIi SEVIYELERE GERI GETIRIN.

9. Hasta Gegisi: “Hasta Gegisi” bolumunin “Passy-Muir™ Trakeostomi ve Ventilator
Yutma ve Konusma Valfinin Yerlestiriimesi Ventilatére Bagimli Olmayan Uygulama”
kismini gézden gegirin (sayfa 7).

GECISLE ILGILI EK SORUNLAR

Agiz ve burundan asiri hava kaybi: Eger hasta, agizdan ve burundan surekli bir hava
akigl hissettigi icin rahatsiz oldugunu belirtirse asagdidaki éneriler dikkate alinmahdir:

a. Ses teli ve/veya soluk almanin yeniden egitimi, girtlak kontroliniin azalmasindan
dolayi isaret edilebilir.

b. Ust solunum yolundan hava akisini kontrol etmeye yardimci olmak igin bu durumda
ventilator telafisi kullanish olabilir. Debi, tidal hacim ve/veya kipteki diizenlemeler,
hastanin hissettigi rahatsizligi azaltmaya yardimci olabilir.

c. PMV™ kullanimindan 6nce birkag giin boyunca (kaldirabilindigi kadar) kafin

havasinin kademeli olarak bosaltiimasi, hastanin st solunum yolundan hava akiginin
duyulmasina daha rahat bir sekilde ayarlamasina yardimci olabilir.
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PMV’NIiN BAKIMI VE OMRU

PMV’ler tekli birimler halinde ambalajlanir. Hasta, ideal olarak biri temizlenirken digerinin
kullanilabilmesiigin yedek gérevi gérecek ek bir PMV’ye sahip olmalidir. PMV ve PMV™ Secure-It™,
takilmadan énce glnlik olarak temizlenmelidir.

A DIKKAT: Uygunsuz temizlik, cihaza zarar verebilir ve arizaya veya hava yolu
tikanikhgina neden olabilir. Cihazi, bu kitapgikta belirtilen temizlik prosediiriine
uygun sekilde temizleyiniz.

1. Temizlik Prosediirii
Asagidaki temizlik talimatlari PMV Secure-lt i¢in de gegerlidir:
*  PMV'yi sabunlu ve ilik (sicak su degil) su ile ovusturun. Ilik su ile iyice durulayin.
PMV’yi saklama kabina yerlestirmeden 6nce havada iyice kurumasina izin verin.

PMV’yi kurutmak icin is1 uygulamayin.

*  PMVyi temizlemek igin sicak su, peroksit, camasir suyu, sirke, alkol, firca veya
pamuk bez KULLANMAYIN. Otoklava sokmayin.

2. PMV’nin Omrii
PMV’nin 6mri, dogru sekilde temizlenip kullanildiinda iki aydir. PMV hasar gorirse,
yapigirsa veya ses cikarirsa, titresmeye baglarsa, inhalasyonda artan direnc gosterirse
veya baska zorluklar ortaya ¢ikarsa her iki ayda bir veya daha erken degistirilmelidir.

3. imha Etmek

»  PMV'yi gecerli ulusal diizenlemelere ve tesis politikasina uygun sekilde tibbi atik
olarak atiniz.

Tibbi Cihaz Yénetmeligi Bildirimi: Cihazla baglatil olarak meydana gelen her tirlG olay
imalatciya ve kullanici ve/veya hastanin yer aldigi Uye Ulkenin yetkili merciine bildirilmelidir.
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