
         

PASSY-MUIR® LOW PROFILE 
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PMA® 2020-S ADAPTER
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PMV® 2020 (CLEAR) INSTRUCTION BOOKLET

Touching Lives and Advancing Patient Care Through Education

FortechnicalquestionsregardingutilizationofthePassy-MuirValves
ortoreceiveourfreeClinicalEducationVideo,researchliterature
packet,“Benefits”CD-ROMandClinicalInserviceDVD,please 

contact our respiratory and speech clinical specialists. 
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CONTENTS OF PMV® 2020 (CLEAR) PATIENT CARE KIT

This package contains: one Passy-Muir®2020(clear)LowProfileTracheostomy
Swallowing andSpeakingValve (henceforth referred to as the “PMV 2020”), 
one PMA®2020-SAdapter (henceforth referred toas the“PMA2020-S”),PMV
Secure-It®,StorageContainer,PMV2020InstructionBookletandWarningLabels
foruseonthetracheostomytubepilotballoon.Not made with natural rubber latex.  
ContentsofPMV2020PatientCareKitarenonsterile.

READ ALL WARNINGS, PRECAUTIONS AND INSTRUCTIONS 

CAREFULLY PRIOR TO USE:

INSTRUCTIONS FOR USE

The following instructions are applicable to the PMV 2020 and the PMA 2020-S.

ThePMV2020(Fig.1)andPMA2020-S(Fig.2)aredesigned forusewith the
Premier Medical or Pilling Weck metal Jackson Improved tracheostomy tubes sizes 
4-6orequivalent(Fig.3).ThePMV2020canalsobeused,withoutanadapter,on
Bivonanon-foamfilledcuffedtracheostomytubescurrentlyonthemarket.

INSTRUCTIONS FOR USE OF PMV 2020 SHOULD BE POSTED AND PROVIDED 

TO PATIENT AND ALL HEALTHCARE PERSONNEL.

CAUTION: FederalLaw(USA)restrictsthisdevicetosalebyorontheorderofa
physician. Store in cool, dry place.

WARNING: THE PMV 2020 AND PMA 2020-S ARE NOT INTENDED FOR IN-LINE 
VENTILATOR USE. 

WARNING: NOT INTENDED FOR USE ON 15MM HUBS EXCEPT BIVONA NON-
FOAM FILLED CUFFED TRACHEOSTOMY TUBES.

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

PMA® 2020-S Adapter Premier Medical or Pilling 
Weck metal Jackson Improved 
Tracheostomy Tube sizes 4-6 
or equivalent with PMV® 2020 

(clear) and PMA® 2020-S

Passy-Muir® Low Profile 

Tracheostomy Swallowing 

and Speaking Valve 

PMV® 2020 (clear)

Fig. 1 Fig. 2 Fig. 3
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WARNING: PATIENTS USING THE PMV® 2020 MUST BE OBSERVED AND/OR 
MONITORED PER PHYSICIAN DIRECTION.

WARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED 
BEFORE PLACING THE PMV 2020. 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 2020 IN PLACE TO ASSURE 
PATIENT HAS ADEQUATE AIRWAY.

WARNING: DO NOT 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.

WARNING: USE CAUTION WHEN USING THE PMV 2020 WITH A HEAT 
MOISTURE EXCHANGER (HME) DEVICE. THIS DEVICE OBTAINS HUMIDITY FROM 
THE EXHALED BREATH OF A PATIENT. WITH THE PMV 2020 IN PLACE, AIR IS 
NOT EXHALED VIA THE TRACHEOSTOMY TUBE AND THIS MAY AFFECT THE 
PERFORMANCE OF THE HME. ADDITIONAL HUMIDIFICATION MAY BE NEEDED.

CAUTION: RemovethePMV2020priortodeliveryofmedicatednebulizertreatments.
IfthePMV2020isinadvertentlyusedduringamedicatednebulizertreatmentitshould
be removed immediately and rinsed thoroughly to remove medication residue as some 
medicationsmayadverselyaffectthePMV2020diaphragm.

DESCRIPTION

ThePMV2020isdesignedtoeliminatethenecessityoffingerocclusionforthe
patientwithatracheostomytubewhileallowingthepatientfull-power,uninterrupted
speech. 

ThePMV2020isalightweightone-wayclosedposition“noleak”valvethatattaches
to the Premier Medical or Pilling Weck metal Jackson Improved tracheostomy tubes  
sizes4 -6orequivalentwith theuseof thePMA®2020-S. Itcanalsobeused
on theadult,pediatricandneonatalBivonanon-foamfilledcuffed tracheostomy
tubes currently on the market. Unlike open position one-way speaking valves, the 
closed position“noleak”PMV2020maintainsabiasclosedpositionexceptduring
inspiration.Whenthepatientinhales,thePMV2020opensallowingairtoenterthe
tracheostomytubeandthelungs.AttheendofinspirationthePMV2020closes
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 out through the oral 
and nasal cavities. 

Thepatentedclosedposition“noleak”designcreatesacolumnofairwithinthe
tracheostomy tube that inhibitssecretions fromentering the tubeandoccluding
thePMV2020.Thebias closedposition of thePMV2020 restores thepatient
to a more normal closed respiratory system. This results in the restoration 
ofpositivesubglotticpressurethatfacilitatesabetterswallow,mayreduceaspiration
andfacilitatesastronger,moreeffectivecoughthatallowsthepatienttoexpectorate
secretionsorally(seediagramonpage3).

ThePMV2020isintendedforusebybothshort-termandlong-termadult,pediatric
and neonatal non-ventilator dependent tracheostomized patients.
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BENEFITS

The PMVs were developed to allow tracheostomized patients to speak more 
normally. However, research has validated additional significant benefits with use 
ofthePMV® 2020:

 •Closedposition“noleak”design •Facilitatessecretion
  restores a closed respiratory system  management
 • Improvesspeechproduction •Expeditesdecannulation
 • Improvesswallowingandmay • Improvesolfaction
  reduceaspiration •Promotesbetterhygiene

• ClosedPosition“NoLeak”Design:Restoresamorenormalclosedrespiratory
system which allows the patient to create positive airway pressure without the 
needformanualocclusionofthetracheostomytube.

• Speech:Tracheostomized patients can produce clearer speech with more normal 
phrasing, better vocal quality and increased volume.This allows for normal
developmentofspeechandlanguageinchildren.

• Swallowing:Useof thePMV2020 can improve the safety andefficiencyof
swallowing and may reduce aspiration. Positive closure restores the patient to 
amorenormalclosedsystemwhichfacilitatesincreasedpharyngeal/laryngeal
sensation and restores positive subglottic air pressure. 

WARNING: ALTHOUGH PMV 2020 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 THE PMV 2020 IN ADDRESSING 
SWALLOWING FUNCTION.

• SecretionManagement:Theclosedposition“noleak”designofthePMV2020
facilitates secretionmanagement as it re-establishes a “closed system” that
enablesthepatienttoproduceastronger,moreeffectivecoughandimproves
swallowing due to restored positive subglottic pressure. It also facilitates
evaporationoforalsecretionsduetoredirectionofairthroughtheupperairway
during exhalation. As a result, suctioning needs may be reduced.

• Decannulation:ThePMV2020canbeusedasanalternativetotrachealtube
pluggingforpatientswhocannottoleratepluggingduetophysiologicoremotional
reasons.Ifapatientistoleratingpluggingforonlyshortperiodsoftime,thePMV
2020canbeusedintheinterim(betweenpluggingtrials)asasteptoassistthe 

 All Other Speaking Valves

Open position speaking valves 
have air leak during 

exhalation and do not provide a 
closed respiratory system.

(1) PMVs close completely at end of inhalation with no air leak, thereby 
providing 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 and secretions up the trachea 

(airway) and out of the mouth and/or nose.

 PMV® Closed Position “No Leak” Design

!
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 patient’s transition fromanopen tracheostomy tube to trachealplugging.The
PMV®2020assistsinthetracheostomydecannulationprocessbyallowingthe
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 
toassessforairwaypatency.

• Olfaction:ThePMV2020can improve thesenseofsmellby re-establishing
airflowthroughtheoral/nasalcavitiesduringexhalation.Thisimprovedsenseof
smellmayleadtoanincreaseinsenseoftaste,appetiteandcaloricintake.

• Hygiene:ThePMV2020facilitatesimprovedtrachealhygiene.Thisisduetothe
eliminationoftheneedformanual/fingerocclusionofthetracheostomytubewhich
canleadtoinfections.ThePMV2020alsoactsasafiltertopreventparticulates
fromenteringthetrachea.Secretionsareredirectedthroughtheupperairway
allowingoralexpectorationandreducingcontaminationoftheenvironment.

INDICATIONS FOR USE 

Awake and alert tracheostomized non-ventilator dependent patients
utilizingeitherthePremierMedicalorPillingWeckmetalJacksonImproved
tracheostomytubessizes4-6orequivalentortheBivonanon-foamfilledcuffed
tracheostomytubescurrentlyonthemarketshouldbeconsideredcandidates
forPMV2020useiftheymeettheassessmentguidelines.Duringexhalation,
airpassagemustbesufficientaroundthetracheostomytubeandthroughthe
upperairway.ThePMV2020isintendedonlyforsinglepatientuse.

INDICATIONS FOR USE CAN INCLUDE BUT ARE NOT LIMITED TO THE 
FOLLOWING:

•Neuromusculardisease
•Non-ventilatordependentquadriplegia*
•Braininjury
•ChronicObstructivePulmonaryDisease
•Tracheomalacia
•Mildtrachealand/orlaryngealstenosis
•Bilateralvocalcordparalysiswithoutsignificantairwayobstruction
•Non-obstructivelaryngealtumors(canincludepatientswhohavevocalcord
functionfollowingsurgicalresectionofthetumor)
•SleepApneapatientswhoaretracheostomizedasanalternativetoplugging

when awake

•Patientswhoemotionallyorphysicallyareunabletotolerate tracheal plugging

CONTRAINDICATIONS

•Ventilatordependentpatients*
•Unconsciousand/orcomatosepatients
•Inflatedtracheostomytubecuff
•Foamfilledcuffedtracheostomytube
•Severeairwayobstructionwhichmaypreventsufficientexhalation
•Thickandcopioussecretions
•Severelyreducedlungelasticitythatmaycauseairtrapping
• Severeaspiration
•Thisdeviceisnotintendedforusewithendotrachealtubes

*(ThePMV2020andthePMA®2020-Sarenotintendedforin-lineventilatoruse.)
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INSTRUCTIONS FOR TRACHEOSTOMIZED PATIENTS

PRE-PLACEMENT ASSESSMENT GUIDELINES FOR THE PMV® 2020 AND  
THE PMA® 2020-S

These guidelines should be used in conjunction with physician direction:

FOR TRACHEOSTOMIZED NON-VENTILATOR DEPENDENT PATIENTS, THE 
PMV2020MAYBEPLACED48TO72HOURSAFTERTHETRACHEOTOMY
IS PERFORMED IF THE PATIENT’S TRACHEAL EDEMA AND/OR 
SECRETIONS FROM THE SURGICAL PROCEDURE HAVE DECREASED. 

IF THE TRACHEOSTOMY TUBE HAS BEEN CHANGED, PMV 2020 PLACEMENT 
MAYNEEDTOBEDELAYED48-72HOURSASTHISPROCEDUREMAYHAVE
INDUCED TRACHEAL SWELLING AND/OR BRONCHOSPASM. 

IT IS RECOMMENDED THAT UNIVERSAL PRECAUTIONS BE FOLLOWED.

1. Cognitive Status: Patient must be awake, responsive and attempting 
to communicate.ThePMV2020 should not be usedwhile the patient is
sleeping.

2. Medical/PulmonaryStatus: Patient must have the appropriate lung mechanics 
necessarytoexhalearoundthetracheostomytubeandoutofthenasaland
oral cavities. Patient assessment should include but is not limited to:

• vitalsigns
• oxygensaturation
• patientreaction
• workofbreathing
• airwaypatency
• breathsounds
• properpositioningofpatientandtracheostomytube
• patientpsychologicalandmotivationalissues

3. Ability toTolerate Cuff Deflation:Tracheostomy tubeswith cuffs require
mandatorydeflationbeforePMV2020usetoallowexhaledairtopassaround
the tracheostomy tube and through the oronasopharynx.

 Ifitisdeterminedthatthepatientcannottoleratecuffdeflationinitially(i.e.,due
toriskofgrossaspiration),thepatientshouldbereassessedforcuffdeflation
aschangesinhis/hermedicalconditionoccur.

WARNING: IF USING A CUFFED TRACHEOSTOMY TUBE, THE CUFF MUST 
BE COMPLETELY DEFLATED BEFORE PLACING THE PMV 2020. PATIENT WILL 
BE UNABLE TO BREATHE IF CUFF IS NOT COMPLETELY DEFLATED. THE PMV 
2020 CAN BE USED WITH A CUFFED TRACHEOSTOMY TUBE IF THE CUFF IS 
COMPLETELY DEFLATED AND THE PATIENT HAS SUFFICIENT AIRFLOW AROUND 
THE TRACHEOSTOMY TUBE AND BULK OF THE DEFLATED CUFF.

WARNING: FOAM-F ILLED CUFFED TRACHEOSTOMY TUBES ARE 
CONTRAINDICATED WITH THE PMV 2020.

4. SecretionManagement:UseofthePMV2020canfacilitatemovementand
oralexpectorationofsecretionsbythepatient.Overabundance,viscosityand/or
on-goinginfectionaffectsecretionmanageability.Abilitytomanageincreased
and/ordifferentviscositiesofsecretionswillvarywitheachpatient.PMV2020
usemayneedtobelimitedordeferredtemporarilyuntilsecretionsbecome
manageable.

!
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WARNING: PATIENTS WITH THICK UNMANAGEABLE SECRETIONS THAT MAY 
CAUSE AIRWAY OBSTRUCTION SHOULD BE CAREFULLY EVALUATED FOR USE 
OF THE PMV® 2020.

5. Swallowing: Thepatient’sriskforaspirationshouldbeevaluatedasthiscan
influencetheamount,thicknessandmanageabilityofsecretions.Presenceofgross
aspiration can play an important role in determining a patient’s appropriateness 
forcuffdeflationandPMV2020use.Thesafetyandefficiencyoftheswallowing
processcanbenegativelyaffectedbythepresenceofatracheostomytube.While
some tracheostomized individualsexhibitnoswallowingdifficulties,manywill
experience dysphagia and aspiration even though their primary diagnosis would 
nottypicallyindicateswallowingproblems.UseofthePMV2020canimprove
thesafetyandefficiencyofswallowingandmayreduceaspiration.Theclosed
position“noleak”designofthePMV2020restoresthepatienttoamorenormal
closedsystemwhichimprovesswallowingasitfacilitatesincreasedpharyngeal/
laryngeal sensation and restores positive subglottic air pressure.

WARNING: ALTHOUGH PMV 2020 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 2020 IN ADDRESSING SWALLOWING 
FUNCTION.

6. AirwayPatency:Thepatientmustbeable toexhaleefficientlyaround the
tracheostomy tube, up through the larynx and pharynx and out the nasal and 
oralcavitiesinordertowearthePMV2020.

A. Check diagnosis to ensure that there are no known airway obstructions 
(e.g.,tumors,stenosis,granulationtissue).

B. Tracheostomy tube size plays an important role in the patient’s ability 
toexhaleefficiently.The tracheostomy tubeshouldbesized toallow for
sufficient airflowaround the tracheostomy tube to facilitate speechand
useofthePMV2020.Thecuffonatracheostomytubecanalsocreatean
obstruction even when deflated and should be taken into consideration during 
airwaypatencyassessment.Thepatientwithacuffedtracheostomytube
shouldbeevaluatedforacufflesstracheostomytubeifmedicallyappropriate
toeliminatetheneedforcuffdeflationwithuseofthePMV2020.

C. Bedsideassessmentofairwaypatency.

 1.Deflatetracheostomytubecuffcompletely, ifpresent.  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 
maybeobservedbyhavingthepatientblowonatissue,mirror,feather,
etc. Encourage the patient to vocalize (e.g., say “Ah”, count, etc.) to
determinepresenceandqualityofvoicing.Althoughsomepatientsmay
be able to exhale adequately, they may not be able to vocalize initially and 
mayrequirevoiceassessmentand/orretraining.4. Some patients may 
requirerepeatedattemptsofsteps1-3tobecomeaccustomedtoexhaling
through the upper airway. Upon determination that the patient is able to 
exhaleand/orvoiceadequately,youmayconsiderPMV2020placement
ifotherassessmentcriteriaaremet.

7. LungCompliance: Critically ill and chronic pulmonary patients have lungs 
withalteredcompliance.Therefore,PMV2020usagemaybelimitedtoshort
periodsof timeduring thedaywith closemonitoring.Severe lungdisease
causesa loss of lungelasticity andpoor natural recoil. Exhalation is thus
prolonged.CarefulassessmentforPMV2020useisneededtoavoidpotential
complications associated with air trapping that can occur with nonelastic lungs. 
Anappropriatelysizedtracheostomytubeisespeciallycrucialforthesepatients
whenconsideringPMV2020useasitcanfacilitateexhaledairflow.

!
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8. LevelofCare: UtilizationofthePMV®2020canoccuracrossthecontinuumof
healthcaresettings.EvaluationforPMV2020placementcanoccurasearlyas48-72
hoursposttracheotomy.PMV2020placementcanoccurwithphysicianorderas
soon as the patient has stabilized and is attempting to communicate, depending 
uponthedegreeoftrachealedemaandsecretionspresent.Infantsasyoungas
aweekoldcanutilizethePMV2020iftheassessmentcriteriahavebeenmet.

PMV 2020 PLACEMENT

WARNING: THE PMV 2020 AND THE PMA® 2020-S ARE NOT DESIGNED TO BE 
USED IN-LINE WITH A VENTILATOR.

PMV2020placementshouldoccurinconjunctionwithphysicianorderusing(butnot
limitedto)thefollowingguidelines:

1. Education:Toreduceanxietyandensuresuccessful transition to thePMV
2020,thepatient,familyandallpersonnel(allshifts)workingwiththepatient
should be instructed in the directions for use of thePMV2020 including
contraindications, cautions andwarnings.Reviewall package inserts and
labelingwith patient, family and staff. Free patient information and clinical
inservice videos, CD’s, and DVD’s are available from Passy-Muir Inc. 
toassistyouwithyoureducationalefforts.

2. PatientAssessment:Thepatientshouldbeassessedbefore,duringandafter
PMV2020placementforthefollowing:

• Vitalsigns(e.g.,heartrate,respiratoryrate,oxygensaturation)
• Breathsounds
• Changeinpatient’scolorandresponsiveness
• Workofbreathing
• Trachealandoralsecretionstatus

3. Suctioning: It is recommended that both tracheal and oral suctioning be 
performedasneeded.This includesbefore, duringandafter tracheostomy
tubecuffdeflation(ifpresent).Coughingiscommonwithtrachealsuctioning.
Therefore, it is important to allowpatients a rest period before continuing
withPMV2020placement.Thisallowstimeforthecoughingtosubsideand
forpatients tocatch theirbreath.Aspatients recover fromsuctioning, their
respiratory status and saturation will stabilize and they will return to their 
respiratory baseline.

4. CuffDeflation:Slowlydeflatethecuffofthetracheostomytube(ifpresent).
Thepatientmayneedtobesuctionedagainfollowingcuffdeflationtoremove
secretionsthatwerepresentonand/orabovethecuff. Thepatientwithacuffed
tracheostomy tube should beevaluated for a cuffless tracheostomy tube if
medicallyappropriatetoeliminatetheneedforcuffdeflationwithuseofthe
PMV2020.

WARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED 
BEFORE PLACING THE PMV 2020. PATIENT WILL BE UNABLE TO BREATHE 
IF CUFF IS NOT COMPLETELY DEFLATED. THE PMV 2020 CANNOT BE USED 
WITH FOAM FILLED CUFFED TRACHEOSTOMY TUBES. THE PMV 2020 CAN BE 
USED WITH A CUFFED TRACHEOSTOMY TUBE IF THE CUFF IS COMPLETELY 

DEFLATED AND THE PATIENT HAS SUFFICIENT AIRFLOW AROUND THE 
TRACHEOSTOMY TUBE AND BULK OF THE DEFLATED CUFF.

5. TracheostomyTube Size: Per physician direction, changing to a smaller 
tracheostomytubeorcufflesstubemaybeneededtoprovidesufficientexhaled
airflowtoallowuseofthePMV2020.

!
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6. UseofWarningLabels:IfusingBivona(non-foamfilled)cuffedtracheostomy
tubes, attach warning labels provided with the PMV®2020tothepilotballoon
andpostatthepatient’sbedsidetofacilitatestaffawarenessofproperPMV
2020use.

7. PMVSecure-It®Attachment:AttachthePMVSecure-IttothePMV2020prior
toplacingthePMV2020onthetracheostomytube.UseofthePMVSecure-It
whichattachestothetracheostomytubetie/collarwillhelptopreventtheloss
ofthePMV2020ifitshouldinadvertentlycomeoffthetracheostomytube(e.g.,
duringcough).UseofthePMVSecure-Itisoptional.

A. ThePMVSecure-Itcanbeattachedbythreadingthelongtaperedendof
thePMVSecure-ItthroughthesmallholeprovidedinthesideofthePMV
2020(Fig.4)andpullingitthroughuntilitrestsbetweenthetwonotches
(Fig.5).

B. PlacetheotherendofthePMVSecure-Itaroundthepatient’stracheostomy
tie/collarneartheneckplateofthetracheostomytube(Fig.6)andfasten
itlikeabuttoninabuttonhole(Fig.7).

C. AfterremovingthePMV2020fromthetracheostomytubehubasdescribed
insections9&10below,thePMVSecure-Itcanberemovedbyunbuttoning
thefastenerthatisattachedtothetracheostomytie/collarpriortoremoval
ofthePMVSecure-ItfromthePMV2020.ThePMVSecure-Itcanthenbe
removedbygentlypullingitoutofthesmallholeinthesideofthePMV2020.

PlacementofthePMV® Secure-It®

8. AssemblyandPlacementofthePMV2020usingthePMA® 2020-S 

Fig.4 Fig. 5

Fig.6 Fig.7

A. The PMA 2020-S (Fig. 8) is
designed foruseon thesingle
r idged and double r idged 
s t y le  Premier  Med ica l  o r 
Pilling Weck metal Jackson 
Improved tracheostomy tubes 
s izes 4 -  6 or  equiva lent  
(Fig.9&Fig.10onnextpage). Fig.8PMA® 2020-S Adapter
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B. Stabilize the tracheostomy tube with one hand. With the other hand, firmly 
press the PMA®2020-Sontothehubofthetube.Note:thenotchofthe
adaptershouldbe linedupwith theball lockof the tracheostomy tube 
(Fig.11andFig.12).

C. Once the PMA 2020-S is secure on the hub, firmly push the 
PMV®2020ontothePMA2020-S(Fig.13andFig.14).

9. PatientMonitoringandPMV2020andPMA2020-SRemoval

ObservepatienttoensurethatthediaphragmofthePMV2020opensduring
patient’sinspirationandremainsclosedduringexhalation.Observethepatient
withthePMV2020inplacetoensurethepatienthasadequateairflowaround
thetracheostomytube.Ifpatientexhibitssignsofrespiratorydistress,remove
thePMV2020immediatelyandreassessforairwaypatency.

TherearetwowaystoremovethePMV2020andPMA2020-Sassembly:

A. RemovalofthePMV2020only:

1. If the PMVSecure-It® is being used, unbutton the fastener of 
thePMVSecure-Itfromthetracheostomytie/collarpriortoremovalof 
thePMV2020.

Fig. 11 Fig. 12

Fig. 9 Fig. 10

Fig. 13 Fig.14



2. Stabilize the tracheostomy tube with one hand and gently pull or rock 
the PMV®2020offwiththeotherhand.

B. RemovalofPMV2020andthePMA® 2020-S

1. If thePMVSecure-It® isbeingused,unbuttonthefastenerofthePMV
Secure-Itfromthetracheostomytie/collarpriortoremovalofthePMV2020.

2. Stabilize the tracheostomy tube with one hand and gently pull or rock 
thePMV2020offwiththeotherhand.

3. RemovethePMA2020-Sfromthehuboftheinnercannulabygrasping
theadapterfromthecenteropeningandgentlypullingitoffofthehub.

WARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV 
2020, REMOVE THE VALVE IMMEDIATELY. THE 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 2020 USE.

10. BivonaTracheostomyTubes

A. PMVAttachment: Stabilize the Bivona tracheostomy tube with one hand 
while attaching thePMV2020 to the 15mmhub of the tracheostomy
tubewiththeotherhandusinganapproximate1/4twist.ThePMV2020
hasafrictionfitforsecureplacement.DonotusethePMA2020-Swhen
connectingthePMV2020toBivonatracheostomytubes.

WARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY 

DEFLATED BEFORE PLACING THE PMV 2020. PATIENT WILL BE UNABLE 
TO BREATHE IF CUFF IS NOT COMPLETELY DEFLATED. THE PMV 2020 CANNOT 
BE USED WITH FOAM FILLED CUFFED TRACHEOSTOMY TUBES. THE PMV 
2020 CAN BE USED WITH A CUFFED TRACHEOSTOMY TUBE IF THE CUFF IS 
COMPLETELY DEFLATED AND THE PATIENT HAS SUFFICIENT AIRFLOW AROUND 
THE TRACHEOSTOMY TUBE AND BULK OF THE DEFLATED CUFF. 

B. PatientMonitoringandRemovalofPMV:Observethepatienttoensure
thatthediaphragmofthePMV2020opensduringpatient’sinspirationand
remainsclosedduringexhalation.ObservethepatientwiththePMV2020in
place to ensure the patient has adequate airflow around the tracheostomy 
tube.Ifthepatientexhibitssignsofrespiratorydistress,removethePMV
2020immediatelyandreassessforairwaypatency.

 ToremovethePMV2020,stabilizetheBivonatracheostomytubewithone
handandtwistthePMV2020offgentlywiththeotherhand.Duetothe 
tracheostomy tube having a rotating hub, it may be necessary to use a 
rockingmotionratherthanatwistingmotiontoremovethePMV2020.

WARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV 
2020, REMOVE THE VALVE IMMEDIATELY. THE 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 2020 USE.

!

!

!

10



11

PATIENT TRANSITIONING 

Many patients adjust immediately and easily to the PMV® 2020.However,somepatients
mayrequireagradualtransitiontowearingthePMV2020.Somepatientscantolerate
thePMV2020duringallwakinghours(e.g.,16-18hoursperday).Re-education
ofbreathingpatternandvoice/speechproductionmaybeneededifthepatienthas 
notvocalizedforaprolongedperiodoftime.ASpeech-LanguagePathologistcan
assist in retraining. Patients will experience more normal respiratory sensations 
suchasairflowintheoral/nasalchambers,andtheeffectsofincreasedrespiratory
muscle activity. Patients may initially experience increased coughing due to 
restorationofaclosedrespiratorysystem,whichre-establishessubglotticpressure
and normal exhaled airflow in the oral/nasal chambers.Therefore, secretion
managementisfacilitatedcreatingmovementandclearingoftrachealsecretions,
whichaidsinpulmonaryhygiene.Ifpatientexhibitsprolongedexcessivecoughing,
thePMV2020shouldberemovedandairwaypatencyshouldbereassessed.

TROUBLESHOOTING

Ifpatient isunabletoexhaleadequately throughtheupperairway, thefollowing
mayneedtobeconsideredforreassessment.
• CuffAssessment:Checktoensurethatthetracheostomytubecuffifpresentis 

completely deflated.Althoughnotrequired,acufflesstracheostomytubemayprovide
optimalairwaypatencyforusewiththePMV2020andshouldbeconsideredif 
the patient is an appropriate candidate. 

• TracheostomyTube Assessment: To enable adequate exhalation, evaluate 
tracheostomy tube size to determine whether downsizing the tube is necessary 
duetothesizeofthetracheostomytubeorbulkofthedeflatedcuff.

• AirwayObstruction:Physicianassessment(e.g.,bronchoscopy)forpresence
of unknownairway obstruction (e.g., stenosis, granulation,mass, vocal cord
paralysis,etc.)shouldbeconsidered.

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

• PatientAnxiety: Tracheostomized patients may experience anxiety with initial 
PMV2020placement.PatienteducationpriortoplacementofPMV2020with
explanationthatthepatientwillexperiencesensationofairflowthroughtheupper
airwayuponexhalation,andmay initiallyexperiencemovementof secretions
through the airway and out the mouth, may help reduce some anxiety. In addition, 
distractiontechniques(e.g.,telephonecalls,familyandphysicianvisits)maybe
usedtofacilitateexhalationand/orvoice,aswellasvisualtechniquessuchas:
simplespirometryoruseofmirrors,cotton,feathers,whistlesorbubbles.AClinical
EducationDVDorVideofeaturingsuccessfulPMVusersisavailablefreeofcharge
fromPassy-MuirInc.,whichmayassistinpatienteducationandmotivation.

PMV CONNECTIONS

FenestratedTracheostomyTubes:ThePMV2020canbeusedwithfenestrated
tracheostomytubesalthoughafenestratedtubeisNOTrequired.Ifusinganinner
cannulatoconnectthePMV2020, it isnecessarythatboththeinnerandouter
cannulabe fenestrated to takeadvantageof the fenestration. If the fenestrated
tubeiscuffed,thecuffmust be completely deflated.UsingthePMV2020witha
fenestratedtubemayoffertheadvantageoffurtherimprovementinspeechvolume
alongwiththeotherbenefitsofthePMV2020.

Oxygen:Oxygen can be administeredwhile thePMV2020 is in place at the
tracheostomy tube site via trach collar.

Humidity:Humidity(non-medicatedheatedaerosol)canbeappliedatthetracheostomy
tubesitewiththePMV2020inplaceviatheuseofatrachcollarorT-piece.
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WARNING: USE CAUTION WHEN USING THE PMV® 2020 WITH A HEAT 
MOISTURE EXCHANGER (HME) DEVICE. THIS DEVICE OBTAINS HUMIDITY FROM 
THE EXHALED BREATH OF A PATIENT. WITH THE PMV 2020 IN PLACE, AIR IS 
NOT EXHALED VIA THE TRACHEOSTOMY TUBE AND THIS MAY AFFECT THE 
PERFORMANCE OF THE HME. ADDITIONAL HUMIDIFICATION MAY BE NEEDED.

CAUTION: RemovePMV2020priortodeliveryofmedicatednebulizertreatments.
IfthePMV2020isinadvertentlyusedduringamedicatednebulizertreatmentitshould
be removed immediately and rinsed thoroughly to remove medication residue as some 
medicationsmayadverselyaffectthePMV2020diaphragm.

CARE INSTRUCTIONS FOR THE PMV 2020, PMA® 2020-S AND 

THE PMV SECURE-IT®

ThePMV2020ispackagedasasingleunit. Ideally, thepatientshouldhavean
additionalPMV2020toserveasaback-upsothatonecanbecleanedwhilethe
otherisbeingused.CleanthePMV2020,PMA2020-SandthePMVSecure-Itdaily
(ormorefrequentlyasneeded)topreventdebrisfromaccumulatingunderand/or
around the adapter and the valve.

1. Cleaning Instructions for the PMV 2020, PMA 2020-S and the 

PMV Secure-It:

A. Beforecleaning,separatethePMV2020fromthePMA2020-Sandremove
the PMV Secure-It.

B. SwishthePMV2020,PMA2020-S,andthePMVSecure-Itinsoapy,warm
water(nothotwater).

C. Rinsethoroughlywithwarmwater.

D. AllowPMV2020,PMA2020-S,andPMVSecure-Ittoairdrythoroughly
beforeplacinginstoragecontainer.DonotapplyheattodrythePMV2020,
PMA2020-SorPMVSecure-It.

E. DONOTusehotwater, peroxide,bleach, vinegar,alcohol, brushesor
cottonswabs toclean thePMV2020,PMA2020-SorPMVSecure-It. 
Do not autoclave.

EachPMV2020 is guaranteed to last for aminimumof twomonths. Lifetime
cannotbeguaranteedifcleanedorusedimproperly.Duetoconditionsofuseand
maintenancebeyondthecontrolofthemanufacturer,ifthePMV2020shouldbecome
sticky,noisyorvibratepriortooraftertwomonths,thePMV2020shouldbereplaced.
ThePMV2020cancontinuetobeusedaslongasitdoesnotexhibitstickiness,
noise,vibration,increasedresistanceoninspirationoranyotherdifficulties.

DisclaimerofWarranties:Passy-Muir® Inc. warrants that reasonable care has been 
usedinthemanufactureofthisdevice.Thiswarrantyisexclusiveandinlieuofall
other warranties, whether expressed, implied, written or oral, including, but not limited 
to,anyimpliedwarrantiesofmerchantabilityorfitness.Asaresultofthebiological
differencesof individuals,noproduct is100%effectiveunderallcircumstances.
Becauseofthisfactandsincewehavenocontrolovertheconditionsunderwhich
thedeviceisused,diagnosisofthepatient,methodsofadministrationoritshandling
afterthedeviceleavesourpossession,Passy-MuirInc.doesnotwarranteithera
goodeffectoragainstan illeffect following itsuse.Passy-Muir Inc.shallnotbe
liableforanyincidentalorconsequentialloss,damageorexpensearisingdirectly
orindirectlyfromtheuseofthedevice.Passy-MuirInc.willreplaceanydevicethat
wefeelwasdefectiveatthetimeofshipment.NorepresentativeofPassy-MuirInc.
maychangeanyoftheforegoingorassumeanyadditionalliabilityorresponsibility
in connection with this device.

!

!
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ADDITIONAL EDUCATIONAL MATERIALS AND SUPPORT
AVAILABLE FROM PASSY-MUIR,® INC.

Clinical Specialist Support
Respiratory andSpeechClinical Specialists are available to answer technical
questionsregardingassessmentandplacementofthePMV®2020at:

949.833.8255or800.634.5397.

PassyMuir iscommittedto improvingthequalityof lifefortracheostomizedand
ventilatordependentpatients.Visitourwebsiteatwww.passymuir.comforavariety
ofhelpfulresourcesforhealthcareprofessionals,caregiversandpatients.

AnatomicalTeachingModelsforInstructorsandClinicians

PassyMuir offers a complete line of anatomical teachingmodels for hands-on
demonstrationandtracheostomyeducation.Formoreinformation,visitourwebsite
at www.passymuir.com.

Forfurther informationandplacementofordersfor theseandothereducational
materials,pleasecontactPassy-Muir,Inc.at949.833.8255or800.634.5397.

Visitourwebsiteat:www.passymuir.com



David A. Muir

Inventor of the PMV®

“We at Passy-Muir ® believe that communication is the essence of 

the human spirit; it is essential to individual rights and dignity. 

We are committed in our efforts to offer tracheostomized and 

ventilator dependent patients a step toward independence and 

dignity through speech.”

    Patricia E. Passy
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