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Development of informed consent forms for three contact lens fitting modes

Abstract

Contact lens materials and fitting techniques are evolving rapidly, and with this evolution comes new
potentially unforeseen problems. The clinics are in need of contemporary consent forms in order to
protect Pacific University and its students from potential lawsuits. The forms would also serve as a useful
education tool for each patient prior to the fitting and dispensing of contact lenses. Therefore, our project
will serve not only as a legal protective mechanism, but will also serve as an important educational tool
for both the patient and intern regarding the potential risks associated with contact lens use.
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ABSTRACT

Contact lens materials and fitting techniques are evolving rapidly, and with this
evolution comes new potentially unforeseen problems. The clinics are in need of
contemporary consent forms in order to protect Pacific University and its students from
potential lawsuits. The forms would also serve as a useful education tool for each patient
prior to the fitting and dispensing of contact lenses. Therefore, our project will serve not
only as a legal protective mechanism, but will also serve as an important educational tool
for both the patient and intern regarding the potential risks associated with contact lens
use.
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Today the profession of optometry is in a dynamic state of change. The role of
optometry in the United States has expanded to include procedures and treatment
methods which carry increased risks and liability. It is important as optometric
physicians to accurately and completely inform our patients of the inherent risks and
possible complications of some procedures. Today the use of an informed consent form
serves to both educate the patient as well as to minimize liability of the optometrist.

Informed consent has evolved primarily from legal cases in which injured patients
have claimed that their physician had failed to adequately address the risks associated
with a given treatment (1). Early medicine, as reflected in the Hippocratic writings,
indicated that a physician’s judgement and treatment method were not questioned by the
patient. Patients at this time were usually not advised as to the risks and complications of
their procedure. This attitude changed in 1914 when Justice Cardozo stated, “...every
human being of adult years and sound mind has a right to determine what shall be done
with his own body, and a surgeon who performs an operation without his patient’s
consent commits an assault, for which he is liable in damages” (2). Today lack of proper
patient consent is considered medical negligence instead of an assault.

Informed consent has arisen from the patient’s right to be reasonably informed
and involved in the decision-making process involving his/her health care. Informed
consent is inferred that both the physician and the patient are active participants in their
care. In this model, the doctor and the patient are “partners” in care (3).

As the role of today’s optometrist has expanded, the use of informed consent
forms has become more important. Informed consent should be considered prior to

pupillary dilation, initiating therapeutic treatment involving the prolonged use of



corticosteriods, and in the management of complex ocular disease conditions including
glaucoma. Consent forms are also needed prior to performing medical research.

Another very important area of informed consent is that of contact lens use and
maintenance. Patients must be adequately informed as to possible ocular complications
which may arise from the use of the various lens modalities. Proper use of the informed
consent form also “prepares the patient for his or her responsibilities as a contact lens
wearer by emphasizing that the patient is entering into a comprehensive treatment plan,
one that requires long-term compliance™ (4). These forms also help the clinician provide
adequate information to their patients which will assist in patient understanding of the
fitting procedure and enhance patient compliance involving contact lens care and follow-
up appointments (5). Proper patient communication and consent serves to greatly
minimize legal proceedings against the practitioner in the event of future patient
dissatisfaction. By making the patient aware of possible complications prior to their
surfacing, the patient will feel less obligated to seek claims in a court of law, providing
that the patient understands that joint responsibility is critical to the success of contact
lens use (6).

In developing an informed consent document, there are certain aspects which
must be covered in order for the form to serve its intended purpose. The element most
heavily emphasized is that of disclosed risks. The form should include the risks,
described in lay terms, that a reasonable person would wish and need to know (7). The
form should also include information regarding the signs and symptoms of contact lens
complications, as well as the outlined procedures to follow in the event such

complications occur.



The consent form should also make very clear that the patient bears responsibility
in the proper care and utilization of the lenses. It should be stated clearly that failure to
adhere to the instructions outlined by the doctor including proper lens care and
maintenance may result in undesirable complications, or cessation of the contact lens
program. In addition, the patient must be willing to be present at all scheduled follow-up
appointments as outlined by the doctor.

An informed consent form must also include alternative methods to the proposed
therapy. The patient should be informed of all methods, including those that carry
increased risks such as current refractive surgery procedures. It is particularly important
in the case of extended wear to inform the patient of alternative therapies including daily
wear lenses or spectacles, as these methods are generally considered to represent safer
modalities of refractive error correction. In each case, the pros and cons of each
procedure should be discussed with the patient.

The concluding portion of the informed consent form should include an offer to
answer any of the patient’s questions regarding the treatment procedure (8). Once the
patient is comfortable that all questions have been satisfactorily answered, and that all of
their responsibilities have been made clear, the patient will sign and date the form. In the
event the patient is a minor, a parent or guardian will consent for the minor.

It is advisable that the informed consent be carbon copy forms. The patient is
given the copy and the doctor retains the original in the patient’s file (9).

In the event of a legal dispute, a patient has very little chance of winning if they have
signed and dated a proper informed consent form. For this reason, it is very important to

maintain the signed originals safely in the patient’s record.



Conclusion
Informed consent forms represent a practical means of both educating

patients and minimizing legal action against today’s practitioner. As the scope of
optometry has expanded, today’s optometrist faces greater liability for their actions. By
comprehensively educating our patients regarding risks associated with certain
procedures, and effectively communicating the role of the patient in the process, future
disagreements can be minimized before such legal actions are taken. The effective
sharing of information can enhance the doctor-patient relationship, and elevate the status

of optometry in the public’s image.
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Informed Consent for Daily Contact Lens Wear

Informed Consent for Continuous Wear (Overnight) Contact Lenses

Informed Consent for Orthokeratology
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Informed Consent for Daily Contact Lens Wear

Welcome to Pacific University’s College of Optometry Family Vision Center!!

Contact lenses represent an exciting means for the correction of refractive error. A thorough ocular examination assessing eye
health, eyeglass prescription, and your suitability for contact lens wear must be performed prior to dispensing of contact lenses. It
is important to realize that the U.S. Food and Drug Administration classifies contact lenses as medical devices. As with many
medical devices, certain risks may be associated with their improper use and maintenance. A small percentage of contact lens
wearers may develop potentially serious ocular complications. By following the procedures outlined by your doctor, the chances of
developing a complication are minimized. Itis very important to follow your doctor's recommendations for wearing time, lens
replacement schedule, cleaning and disinfection, and frequency of follow-up visits.

Contact Lens Care
Proper care is necessary for successful
wear, normal lens life, and good eye

IN THE BEGINNING IT IS NORMAL IF YOU EXPERIENCE THE FOLLOWING: bealth. You will be provided with
YOUR EYES ITCH OR FEEL FUNNY WHILE WEARING THE LENSES. praducts with which you will clean,

> o

>  ONE LENS IS MORE NOTICEABLE THAN THE OTHER. Jch ana dixmggex hws:
> YOUR VISION SEEMS FUZZIER THAN GLASSES. utilized for your lenses:

> ONE EYE SEES BETTER THAN THE OTHER.

>  YOU HAVE TROUBLE HANDLING YOUR LENSES. Care System,

REMOVE YOUR LENSES IMMEDIATELY IF YOU EXPERIENCE ANY OF THE FOLLOWING: | Re-wetting

UNUSUAL EYE PAIN

EXTREME SENSITIVITY TO LIGHT It is very important to correctly follow
EXTREME REDNESS OF THE EYE the lens replacement schedule
DAMAGE TO A LENS prescribeld by yoor dove:

EXCESSIVE TEARING OR EXCESSIVE DRYNESS

PROLONGED BLURRY OR UNCLEAR VISION
UNUSUAL CLOUDY OR FOGGY VISION

YOU SUSPECT SOMETHING IS WRONG

Replace Lenses

YYVVY¥YVVYYY

Discontinuing lens wear after experiencing these symptoms should provide relief. If these symptoms persist after lens removal, you
should immediately call for an appointment or consultation with your eye care practitioner who will provide the necessary treatment.
In the event you are unable to contact our clinic at the above listed numbers, contact another eye practitioner or the nearest hospital
emergency room.

BY SIGNING BELOW | AGREE THAT:

| understand that | am being fit with daily wear contact lenses and that my cooperation and compliance is vital to the success of their
use. | understand that my lenses are designed solely for daily wear and are NOT to be womn continuously {ovemight). | have been
told of the possible risks and consequences associated with contact lens wear. | am aware that there are other means of visual
correction such as spectacles that may represent less ocular risks. | will notify the eye clinic immediately if any eye or vision
problems occur, or if | am unable to reach the clinic, | will call an eye doctor immediately. | have been instructed in proper contact
lens care and handling procedures. | agree to abide by the wearing schedule and care regime outlined to me by my doctor and |
understand the importance of maintaining regularly scheduled examinations for the health of my eyes. | have read and understand
the above information. My intern and attending doctor have answered all my questions regarding this agreement and my
responsibilities associated with contact lens wear satisfactorily.

Patient Signature Date
Parent or Guardian Signature (if patient is under 18 years) Date
Optometric Intern Signature Date

Attending Doctor Signature Date
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Informed Consent for Continuous Wear
(Overnight) Contact Lenses

Welcome to Pacific University’s College of Optometry Family Vision Center!!

Continuous wear (overnight) contact lenses represent an exciting and convenient means for the correction of refractive error. A
thorough ocular examination assessing eye health, eyeglass prescription, and your suitability for contact lens wear must be
performed prior to the dispensing of contact lenses. It is important to realize that the U.S. Food and Drug Administration classifies
contact lenses as medical devices. As with many medical devices, certain risks may be associated with their improper use and
maintenance.

Since you will be wearing these lenses for extended periods, it is very important to follow your doctor's recommendations for
wearing time, lens replacement schedule, cleaning and disinfection, and frequency of follow-up visits. Failure to comply with proper
lens care procedures and periodic follow-up examinations may result in potentially serious ocular complications that may lead to
permanent eye damage and vision loss. By following the procedures outlined by your doctor, the chances of developing a
complication are greatly minimized.

Contact Lens Care

IN THE BEGINNING IT IS NORMAL IF YOU EXPERIENCE THE FOLLOWING: Proper care is necessary for successful
» YOUREYES ITCH OR FEEL FUNNY WHILE WEARING THE LENSES. | wear, normal lens life, and good eye
» ONE LENS IS MORE NOTICEABLE THAN THE OTHER. bealili You will le provided with
»  YOUR VISION SEEMS FUZZIER THAN GLASSES. e :::;"g;’:l;”r:i‘;ka"-
> ONE EYE SEES BETTER THAN THE OTHER. The following produets should be
»  YOU HAVE TROUBLE HANDLING YOUR LENSES. aclized Tor voos siei
REMOVE YOUR LENSES /MMEDIATELY IF YOU EXPERIENCE ANY OF THE FOLLOWING: | Care System
» UNUSUAL EYE PAIN
» EXTREME SENSITIVITY TO LIGHT Re-wetting
» EXTREME REDNESS OF THE EYE
» DAMAGE TO OR EXCESSIVE DRYNESS It is very important to correctly follow
» PROLONGED A LENS the lens replacement schedule
» EXCESSIVE TEARING BLURRY OR UNCLEAR VISION Rreacaliee by demdocer:
» UNUSUAL CLOUDY OR FOGGY VISION
> YOU SUSPECT SOMETHING IS WRONG Rephece Lenscs

Discontinuing lens wear after experiencing these symptoms should provide relief. If these symptoms persist after lens removal, you
should immediately call for an appointment or consultation with your eye care practitioner who will provide the necessary treatment.
In the event you are unable to contact our clinic at the above listed numbers, contact another eye practitioner or the nearest hospital

emergency room.

BY SIGNING BELOW | AGREE THAT:

| understand that | am being fit with continuous wear (overnight) contact lenses and that my cooperation and compliance is vital to
the success of their use. | have been told of the possible risks and consequences associated with extended wear lenses. | am
aware that there are other means of visual correction such as spectacles or daily-wear contact lenses that may represent less ocular
risks. | will notify the eye clinic immediately if any eye or vision problems occur, or if | am unable to reach the clinic, | will call an eye
doctor immediately. | have been instructed in proper contact lens care and handling procedures. | agree to abide by the wearing
schedule and care regime outlined to me by my doctor and | understand the importance of maintaining regularly scheduled
examinations for the health of my eyes. | have read and understand the above information. My intern and attending doctor have
answered all my questions regarding this agreement and my responsibilities associated with contact lens wear satisfactorily.

Patient Signature Date
Parent or Guardian Signature (if patient is under 18 years) Date
Optometric Intern Signature Date

Attending Doctor Signature Date
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Informed Consent for Orthokeratology

Welcome to Pacific University’s College of Optometry Family Vision Center!!

Orthokeratology represents a means for non-surgical correction of refractive error. A thorough ocular examination assessing eye
health, eyeglass prescription, and your suitability for contact lens wear must be performed prior to dispensing of contact lenses. It
is important to realize that the U.S. Food and Drug Administration classifies contact lenses as medical devices. As with many
medical devices, certain risks may be associated with their improper use and maintenance. A small percentage of contact lens
wearers may develop potentially serious ocular complications that could result in permanent vision loss. By following the
procedures outlined by your doctor, the chances of developing a complication are minimized. It is very important to follow your
doctor’s directions for wearing time, lens replacement schedule, cleaning and disinfection, and frequency of follow-up visits

The time required for successful orthokeratology will vary depending on your cornea’s flexibility and your ability to adapt to the
contact lenses. Special contact lenses will be worn at night to reshape the cornea and thus change the refractive error of the eye.
There is no guarantee of the success of your orthokeratology treatment. Success will be dependent on your compliance, flexibility
of your cornea, refractive error, contact lens hygiene, and your ability to keep your follow-up appointments. Keeping your
appointments is crucial to the success of orthokeratology. Active treatment time may increase if appointments are missed.
Orthokeratology is not permanent. After the active treatment period, a retainer contact lens will be needed to maintain your vision
correction. Orthokeratology provides a non-surgical and reversible means for the correction of refractive error. Alternatives to
orthokeratology include conventional contact lenses, refractive surgery and glasses.

Contact Lens Care

IN THE BEGINNING IT IS NORMAL IF YOU EXPERIENCE THE FOLLOWING: ftis very importat to comectly follow

the care regimen prescribed by your

» YOUR EYES ITCH OR FEEL FUNNY WHILE WEARING THE LENSES. ot Pocier e e e s ot
» ONE LENS IS MORE NOTICEABLE THAN THE OTHER. SRl “[::ar ARl e Z.;i aiid
» YOUR VISION SEEMS FUZZIER THAN WHEN WEARING GLASSES. good eve health. You will be provided
» ONE EYE SEES BETTER THAN THE OTHER. with products with which you will

» YOU HAVE TROUBLE HANDLING YOUR LENSES. clean, disinfect, and store your lenses.

The following products should be
utilized for your lenses:

REMOVE YOUR LENSES IMMEDIATELY IF YOU EXPERIENCE ANY OF THE FOLLOWING:

UNUSUAL CLOUDY OR FOGGY VISION
YOU SUSPECT SOMETHING IS WRONG

» UNUSUAL EYE PAIN

» EXTREME SENSITIVITY TO LIGHT Care System
» EXTREME REDNESS OF THE EYE

» DAMAGE TO A LENS ]

» EXCESSIVE TEARING OR EXCESSIVE DRYNESS Re-wetting
>

>

Discontinuing lens wear after experiencing these symptoms should provide relief. If these symptoms persist after lens removal, you
should immediately call for an appointment or consultation with your eye care practitioner who will provide the necessary treatment.
In the event you are unable to contact our clinic at the above listed numbers, contact another eye practitioner or the nearest hospital
emergency room.

BY SIGNING BELOW | AGREE THAT:;

| have read and understand the above and agree to participate in the orthokeratology program prescribed for me. | understand that
| am being fit with nightly wear orthokeratology lenses and that my cooperation and compliance is vital to the success of their use. |
understand the goals of orthokeratology and limitations of orthokeratology. | understand that my lenses are designed solely for
ovemight wear and are NOT to be wom continuously (daytime). | have been told of the possible risks and consequences
associated with contact lens wear. | am aware that there are other means of visual correction such as spectacles that may
represent less ocular risks. | will notify the eye clinic immediately if any eye or vision problems occur, or if | am unable to reach the
clinic, | will call an eye doctor immediately. | have been instructed in proper contact lens care and handling procedures. | agree to
abide by the wearing schedule and care regime outlined to me by my doctor and | understand the importance of maintaining
regularly scheduled examinations for the health of my eyes. | have read and understand the above information. My intern and
attending doctor have answered all my questions regarding this agreement and my responsibilities associated with contact lens
wear satisfactorily.

Patient Signature Date
Parent or Guardian Signature (if patient is under 18 years) Date
Optometric Intern Signature Date
Attending Doctor Signature Date
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