


Important Safeguards Posterior Stops

SAVE THESE INSTRUCTIONS.
The following words in this manual have special signi cance.
Warning: Means there is a possibility of injury.

Note: Indicates point of particular interest for more e cient and convenient
operation.

Indications: The Thornton Adjustable Positioner (TAP® 3) is intended to
reduce or alleviate nighttime snoring and sleep related breathing disorders
including obstructive sleep apnea (OSA). The appliance is for adult patients to
be used when sleeping at home or in sleep laboratories and is for single
patient use.

Contraindications: This device is contraindicated for patients with loose teeth,
loose dental work, dentures, or other oral conditions which would be adversely
a ected by wearing a dental appliance. In addition, the appliance is
contraindicated for patients who have central sleep apnea, have severe
respiratory disorders or who are under 18 years of age. Severe Class 2 or
severe Class 3 malocclusion may require a di erent custom splint or TAP

hardware.
\

Intended Use

The TAP 3 is a custom made oral device intended to reduce or alleviate
nighttime snoring and obstructive sleep apnea (OSA). The appliance is for
adult patients to be used when sleeping at home or in a sleep laboratory and
is for single patient use.

Introduction

The TAP 3 device consists of an Upper T ray that ts o verthe uppert eeth and
Lower Tray that ts overthelo werteeth. A hook mechanisma ttachedt o the
Upper Tray tsint oa Sock et attachedt o the L ower T ray and positions the lower
jaw forw ard, prev enting the soft tis sue of the thr oat fr om c ollapsing and
obstructing the airw  ay. The Adjustment K ey of the T AP 3 permitsy outo adjus t
the protrusion of the lower jaw to the most e ective and comfortable position.

Upper Lower
Tray Tray

Linings: The device is fabricated on the dental casts of individual patients.
The TAP 3 comes with 3 di erent liner options. The rst two liner options are
ThermAcryl or AccuTherm. With these options, the outer layer of the TAP 3
trays are a durable polymer (PET-G) and the inner layer is a thermoplastic
material (ThermAcryl® or AccuTherm®). Both ThermAcryl and AccuTherm
soften when heated and molded to the patient’s teeth at the time of delivery.
These linings are unique because they can be reheated and re-molded to the
patient if the patient has had any dental work, like a crown.

Note: ThermAcryl and AccuTherm are a heat sensitive lining and may deform
if subjected to temperatures greater than 160°F. If it is heated above 160°F
the impressions of your teeth in the tray will deform and your TAP 3 will no
longer t.

The third lining option, TAP 3 Triple Laminate (TL), consists of a rubbery inner
layer that is molded to the patient’s dental casts during fabrication. This lining
cannot be remolded or relined so it is not recommended for patients who are

expecting to have dental work done, like a crown.
Each TAP 3 package contains:

1. An Upper and Lower Tray 4. AM Aligner
2. Instructions for Use 5. Adjustment Key

3. Storage Case

-

Fitting the TAP 3 AccuTherm® Trays

Note: The following instructions only pertain to the AccuTherm - lined TAP 3

trays.

1. As the patient adapts to the TAP 3, he/she should be able to sleep with
it through the night. This typically takes a week.

2. Before you t the patient with the TAP 3, inspect it to make sure the
pieces are not damaged and are free from any physical or cosmetic
defects. If there is the slightest indication that the device may be
damaged or defective, do not tit.

3. Clean the TAP 3 by gently scrubbing and rinsing it thoroughly.

4. Place the Lower Tray of the TAP 3 in the patient's mouth. If it does not
t immediately, easily or comfortably place the lower tray in a water
bath that is heated to 160°F until the AccuTherm lining softens (turns
mostly clear).

Warning: Do not leave the trays in the water bath too long. The hard plastic
shell may warp! The trays should be removed from the water bath and tted
as soon as the lining material turns mostly clear.

5. Position the Lower Tray over the teeth. Using your thumbs, push the
appliance over the teeth starting from the back and working your way
forward. Press down with even pressure, especially in the posterior: do
not rock appliance over the teeth.

6. Remove the Lower Tray from the mouth by the hard outer shell.

7. Once the Accutherm has hardened or turned mostly white, place
into/under cool water to speed the cooling process.

8. Place the lower tray back in the patient’s mouth to check the t.

Note: Repeat the same process (steps 2-6) for the Upper Tray.

9. Once both trays are properly tted, have the patient place both trays in
his/her mouth (they should “snap” over the teeth, but not
uncomfortably). Instruct the patient to hook the trays together outside
of the mouth before putting the appliance in the mouth.

Ask the patient if:

a. the trays are tight, but not uncomfortable

b. equal tin all areas

c. comfortable to the tongue

d. he/she is able to remove the trays.

If the patient answers “no” to any of the above questions, reheat, re t,
cool and seat the TAP 3 appliance in the mouth until it is comfortable
for the patient. With both trays in his/her mouth and hooked together,
adjust the patient’s jaw to a normal bite position (lips together, teeth
apart and lower jaw not pulled forward) by dialing the Adjustment Key.

Note: This does not have to be exact, it is just a position that is easy to nd as a
starting point.

10.  With the patient in this position, look at the lower unit in relation to the
upper unit in the anterior area. It is extremely important that there is a
minimum of Imm space bilaterally in the posterior areas at all times, in all
positions.

11.  If the practitioner desires posterior support, he/she can add it once the
patient reaches the nal treatment position.

Warning: If any damage occurs, tell the patient not to use the appliance and

return to you for repair.

If the tray is:

. Too loose: reheat, reseat and press the trays rmly onto the dentition.
Then place into/under cool water to speed the cooling process.

. Too tight: reheat and reseat then lift the appliance up and down a few

times to loosen the t. Place into/under cool water to speed the cooling

\ process.

It is e xtr emely important tha tther e is a spac e bilaterally betw een the tr ays
prior t o adding acrylic pos terior s tops. T he objectiv e is to cr eate bilateral,
even pos terior s tops at the pa tient’ s tr eatment position. Sinc e the r elation-
ship of the maxillat o the mandible changes with the changes in pr otrusion,
this pr ocedur e must be r epeated if the tr eatment position changes.

1. Roughen the har d plas tic in the oc clusal ar ea of the 1s t and 2nd molar
on the L ower Tray. Add aut o cur e acrylict orough ar ea.

2. Lubrica te the Upper T ray with V aseline and plac e in the pa tient’ s
mouth. T he Vaseline will k eep the tr ays from stickingt ogether when
adding the P osterior Stops.

3. Place the lo wer tr ay in the pa tient’ s mouth while the acrylic is in the
dough y stage.

4. Help the pa tientt o couple the upper T AP 3 tray with the lo  wer while
the lo wer is in the pa tient’ s mouth. Ha ve the pa tient gently snap the
upper tr ay over his/hert eeth b y pushing it up with his/her thumbs. Be
sure the pa tient doesn't bit e down on the s tops. T he Hook should be
setin the pa tient’ s treatment position. See Hook Settings and
Adjus tments section.

5. With the tr ays c oupled in the mouth, ha ve the pa tient bit e down.

6. Once the P osterior Stops ar e set, rs t smooth the ar ea withy our nger .
\ This will ensur e ther e isn’t an y rough spots tha t may irrita te the pa tient.

Decr easing La teral Movement

To decrease the lateral movement of the hook on the bar of the upper
appliance, apply orthodontic acrylic around the bar. Apply the acrylic
towards the midline to the desired lateral mobility. Place the appliance in
the pressure pot or warm water bath to cure the acrylic.

Hook Setting and Adjustments

Note: T he setting adjus tments ar e writt en fr om the perspectiv e of the
practitioner looking a t the pa tient.

The initial tr eatment position of the Hook should be set b y the pr escriber
according t o the f ollowing ins tructions. T he Hook moves f orw ard and back
using the A djustment K ey to dial the A djustment Screw clock wise or c ount er
clock wise . Each 180 degr ee turnis .25 mm adjus tment.

1. Have the pa tient plac e the de vice in his/her mouth. Ins  truct the pa tient
to couple the tr ays together bef ore putting in the de vice.

2. Dial the A djustment K ey clock wise t o the pa tient’ s maximum mechanical
protrusion (MMP). T he patient will f eel a slight s tretch in his/her
tempor almandibular joints a t this point. If the pa tient doesn’tr each this
maximum pas sive protrusion with the hook loca  ted in the slot of the
lower sock et then ha ve the pa tient plac e the hook behind the sock et and
continue t o dial the adjus tment k ey until he/ she reaches this point.

Remove the tr ays by pulling on the pos terior of the tr ays.

4. Mark the Base Pla te even with the ant erior side of the hook t o indica te
the MMP point. Use a cut-o disc or a diamond burr to mark the Base
Plate. The MMP mark is a permanentr  ecord of the pa tient’ s maximum
range of motion a tthe initia tion of tr eatment.

Place the de vice back in the pa tient’ s mouth.

6. Dial the Hook ¢ ount er clock wise until the pa tient’ s teeth are endt o end.
This is the pa tient’ s starting position.

7. Again, mark the Base Pla te even with the ant erior side of the Hook. T his
indica tes the pa tient’ s starting position.

Note: On the pr otrusion gauge on the Base Pla  te, each mark and each
spac e betw een the marks ar e 1mm wide . The pr otrusion gauge is 7mm
long fr om the fr ont of the pla te to the mos t pos terior mark. Ha ve the
patient w ear the applianc e in this end-t o-end position f or 3-4 nights
bef ore starting adjus tments.

8. From the s tarting position, ins  truct the pa tientt o turn the A djustment
Key a half turn (180 degr ees) count er - clock wise per night until all the
sympt oms ar e alleviated. The patient should lea ve the hook in the
adjus ted position and not dialed back t o remove the applianc e. The
applianc e should be detached fr om the t eeth bef ore unhooking.

9. If any position bec omes unc omf ortable , the pa tient should dial the Hook
back until pain subsides. Ins  truct the pa tientnott o start dialing f orw ard
again until the ja w is c omf ortable . If the pa tient’ s pain does not subside ,
youmay wantt o schedule ac onsulta tion f or e valuation.

Note: If the pa tient’ s mandible needst o be moved further f  orw ard, you can
instruct the pa tientt o engage the hook behind the sock  et.

Note: Have the patient return to your o ce for examination and assessment

to ensure the TAP 3 is not damaged and is still e ectively treating the

patient’s sleep disordered breathing. If the pa tient loses ¢ ountof ho wfar
forw ard the Hook is dialed, ha ve him/her dial the A djustment K ey clock wise
(towards the right ear) untilthet eethareendt oend ( orinthe s tarting
position). T hen have the pa tient dial the Hook as man y turns ¢ ount er

clock wise (or forw ard) as the pr evious night' s Hook position.

N

Directions for Daily Use

Instruct y our pa tient in the daily use of the T AP 3 appliance. Also give your
patienta c opy of the P atient Ins truction Booklet.

1. The patient should brush his/hert  eeth and os s well bef ore inserting
the TAP 3.

2. Instruct the pa tientt o inspect the de vice priort o each use . If ther eis
any ma terial separ ation, ma terial degr adation or damaged parts, the
patient should disc ontinue use and ¢ ontacty ou, the pr escriber .

3. Tell the pa tient t o engage the Hook of the Upper T ray with the Sock et
or Sock et and Bar * on the L ower Tray bef ore placing the tr ays in his/her
mouth. T he patient should mak e sure the Hook is not dialedt oo far
forw ard tha t he/she can not ¢ omf ortably snap the tr ays over his/her
teeth while engaged.

4. The patient should gently relax once the TAP 3 is in his/her mouth.

5. After use, the pa tient can r emove either the UpperorL  owertr ay by
gently opening the mouth while the Hook is engaged. A t the same
time , the pa tient can liftup onthe L ower T ray or pull do wn on the
Upper T ray to loosen either tr ay and r emove .

Warning: TAP 3 trays should never be worn separately. The patient should
always wear both trays when using the appliance.

Note: *T he sock et and bar design isr equir ed f or Medicar e billed de vices. The
modi ed design w  as created t o meet Medicar e’s requir ements t o “lock” or
“hinge” tr ays t ogether .

Operating the Adju ey
Note: Oper ating the A djustment K ey is writt en fr om the perspectiv e of the
patient with the applianc e in his/her mouth.

Note: One turn of the k ey is 180 degr ees or .25mm.

1. To pull the lower ja w f orw ard with the applianc e in the mouth, ins truct
the pa tientt o turnthe A djustment K ey count er clock wise (t owards the
left ear).

2. To return the lower ja w t o the s tarting position with the applianc ein the
mouth, ha ve the pa tient turn the A djustment K ey clock wise (t owards
the right ear).




