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INFORMED CONSENT FOR PATIENTS UNDERGOING CLEAR ALIGNER

ORTHODONTIC TREATMENT

Why clear aligners?

o C(lear

e Comfortable

e (Convenient

Custom-Made Device

Clear Aligner Systems consists of a series of doctor-prescribed, custom manufactured, thin, clear
plastic removable orthodontic appliances (aligners) that gently move the patient’s teeth in small
increments from their original state to a more optimal, treated state.

Warnings

In rare instances, some patients may be allergic to the plastic aligner materials.

e [n rare instances patients with hereditary angioedema (HAE), a genetic disorder, may
experience rapid local swelling of subcutaneous tissues including the larynx. HAE may be
trigged by mild stimuli including dental procedures.

e In both cases, discontinue use and consult a health care professional immediately.

e Orthodontic appliances, or parts thereof, may be accidentally swallowed or aspirated, which
may be harmful.

Precautions

e Keep aligners away from hot water and harsh chemicals.

e Keep aligners out of reach of young children and pets.

e Always store aligners in a cool, dry place.

e Treatment of severe open bite, severe overjet, mixed dentition, and or skeletally narrow

jaw mat require supplemental treatment in addition to aligner treatment.

Skeletal expanders, bonded auxiliaries, elastics, and other fixed and/or removable
orthodontic appliances, may be needed for more complicated treatment plans where
aligners alone may not be adequate to achieve the desire outcome.



Oral surgery may be necessary to correct severe crowding or jaw imbalances. If oral
surgery is required, risks associated with anesthesia and proper healing must be taken into
account prior to treatment.

Atypically-Shaped, erupting, and/or missing teeth may affect aligner adaptation and may
affect the ability to achieve the desired results.

Existing dental restorations (e.g., crowns, bridges) may become dislodged and require
re-cementation or, in some instances, replacement.

Aligners are not effective in the movement of dental implants.

Certain medical conditions and use of certain medications may affect orthodontic
treatment outcomes.

Dental tenderness may be experienced following initial aligner placement and after
switching to each new aligner series.

The product may temporarily affect speech and may result in a lisp, although any speech
impediment associated with the product usually disappears within one or two weeks.

Failure to wear the appliances for the prescribed number of hours per day and/ or not
using the product as direct by your doctor can lengthen the treatment time and affect the
ability to achieve the desired results.

Gums, cheeks, or lips may be scratched or irritated by the product.

Attachments may be temporarily bonded to one or more teeth during the course of
treatment to facilitate aligner retention and/or tooth movement.

Attachments may fall off and require replacement.
All attachments should be removed upon completion of treatment.

Risks associated with inter proximal reduction, which may be prescribed to create space
for tooth movement as part of treatment must be taken account.

Tooth decay, periodontal disease, and permanent markings from stains and decalcification
may occur if patients do not brush and floss their teeth properly during treatment of if
they consume foods or beverages containing sugar while wearing aligners.

The bite may change throughout the course of treatment and may result in temporary
patient discomfort.

At the end of treatment, the bit may require adjustment by the doctor.

Teeth may shift position after treatment. Consistent wearing of retainers at the end of
treatment should reduce this tendency.



e [t is recommend that all teeth should be at least partially covered to help prevent supra
eruption.

e Temporary increase in salivation or dryness of mouth may occur.

e A tooth that has been previously traumatized or significantly restored may be aggravated.
In rare instances, the useful life of the tooth may be reduced, the tooth may require
additional dental treatment such as endodontic and/or additional restorative work, and/or
the tooth may be lost.

e The health of the bone and gums which support the teeth may be impaired or aggravated.

e The length of the roots of the teeth may be shortened during orthodontic treatment, which
may become a threat to the longevity of the teeth.

e In rare instances, problems in the temporo-mandibular joint (jaw joint) may result in joint
pain, headaches, or ear problems.
Fees

Payment of your bills is considered part of your treatment, and all charges incurred are your
responsibility. Please note that our relationship is with you, the patient, not your insurance
company. Depending on your insurance company, we may, as a courtesy, bill your insurer
directly; however, you are responsible for any co-payment and the portion that your

insurance does not cover. Please keep in mind that insurance is strictly an estimate not a
guarantee of payment. Our practice is committed to providing the best treatment for our
patients and we charge what is usual and customary. Understand that clear aligner treatment
involves significantly more steps and higher laboratory fees than traditional braces, and you
are responsible for payment regardless of any insurance company’s arbitrary determination of
usual and customary rates based on traditional braces. Our office will cooperate fully with the
regulations and requests of those specific insurance companies for which we are providers.
However, we will not enter into a dispute with your insurance company over any claim. If
your treatment time is extended and/or the treatment plan changes beyond the estimated time
due to your choice, or specifically because of missed appointments, and/or failure to comply
with your doctor’s instructions, there may be additional fees until completion of your
treatment. Any patient who cancels or breaks a scheduled appointment on less than 24 hours
notice may incur a cancellation fee.
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Informed Consent

I understand the benefits and risks associated with clear aligners orthodontic treatment and
have been offered the option of no treatment. I have had the opportunity to discuss and ask

questions regarding the Clear Aligner orthodontic treatment. I understand I should only use
Clear Aligners following discussion and consultation with a trained doctor. I acknowledge
that my doctor cannot and have not made any guarantees or assurance concerning the specific
outcome of my treatment. I agree to read and follow all the instructions for use that come
with my clear aligner treatment. I hereby consent to the clear aligner orthodontic treatment



that has been prescribed by my doctor. I hereby represent that I am either 18 years of age or
older and competent to sign this consent or, if a minor, that my guardian is 18 years of age or
older and competent to sign this consent on my behalf. I agree that this consent shall be
binding on me, my legal representatives, heirs, assigns and personal representatives. [ have
read, understand and agree to the terms set forth in this consent.

Patients Name (Print) Signature of Patient/ Guardian

Date Witness Signature
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