STUDY: Combination Topical Cysteamine and Fractional 1927nm Low Powered Diode Laser
STERLING IRB ID: 9727-AMChapas

PARTICIPANT INFORMED CONSENT FORM AND
AUTHORIZATION TO USE AND DISCLOSE MEDICAL INFORMATION

STUDY TITLE: Combination Topical Cysteamine and Fractional 1927nm Low-Powered
Diode Laser

STUDY DOCTOR: Anne M Chapas, MD

STUDY SITE: UnionDerm
19 Union Square West
New York, NY 10003

TELEPHONE: 212-366-5800 or 617-515-7867 {Both 24 hours)
SPONSOR: Skin of Color Society
INTRODUCTION

We are asking you to be in a research study. Piease read this consent form carefully and
completely. You should not join this study until alf your questions are answered. A person who
takes part in a research study is called a research subject, or research participant. This consent
L form will help you decide if you want to be a subject in this research study. If you are not
ii,, \] completely truthful with your study doctor regarding your health history, you may harm yourself
by participating in this study. The study is being conducted for Skin of Color Society.

Things to know before deciding to take part in a research study:

Someone will explain this research to you.

This form summarizes that explanation.

Taking part in this research is voluntary. Whether you take part is up to you.

You can choose not to take part. There will be no penalty or loss of benefits to which you are

otherwise entitled. If you decide not to take part in this study, your doctors will continue to freat

you.

* You can agree to take part and later change your mind. There will be no penalty or loss of
benefits to which you are otherwise entitled.

* Information from your medical records will become part of the research record. Your medical
records may be looked at and/or copied by sponsor of this study and government agencies or
other groups associated with the study.

* Your wilf be billed for any standard medical care you receive during the research study.

» If you take part in this research study, you will be given a copy of this signed and dated consent
form.

* If you take complete the study, you will receive a monetary payment in the amount of $75.00
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STUDY: Combination Topical Cysteamine and F ctional 1927nm Low Powered Diode Laser
STERLING IRB ID; 9727-AMChapas .

P

when deemed inappropriate by the study doctor (for example due to persistent redness
(erythema) or adverse events which are clinically significant in the opinion of the study doctor). A
follow-up visit will also be scheduled 12 weeks after the first laser treatment. Before any study-
related tests and procedures are performed, you will be asked to read and sign this consent
document.

Study Visits

Visit 1 (Screening and Initial Treatment Visit)
The study staff will perform the following procedures at this visit:

* Ask you to give personal information, such as name, date of birth, race and ethnicity

" Review your medical and dermatology (skin) history, including history of previous treatments
to the area being treated

" Review your past and-current medications and skin care products
See how tall you are and how much you weigh

= If you are woman and can have children, urine will be collected and tested to see if you are

* Identify and examine the area of your face (for example, which half) that will be treated with
the Clear & Brilliant® Touch laser system

Take photos of your face

Perform an assessment of your melisma

Perform treatment using the Clear and Brilliant® Touch laser system

Provide cysteamine to be used daily as instructed. You should keep this cream out of the
reach of children,

= Schedule the next study visit

Visit 2 and 3 (Week 4 and 8)
The study staff will perform the following procedures at this visit:

Assess side-effects of treatment

See how tall you are and how mugch you weigh

Take photos of your face

Perform treatment on the previously selected area of your face using the Clear and Brilliant®
Touch laser system

= Schedule the next study visit

Visit 4 (Week 12/End of Study)
The study staff wiil perform the following procedures at this visit:

* Assess side-effects of treatment
See how tall you are and how much you weigh
= Take photos of your face
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STUDY: Combination Topical Cysteamine and Fractional 1927nm Low Powered Diode Laser
STERLING IRB ID: 9727-AMChapas

RISKS, SIDE EFFECTS AND/OR DISCOMFORTS:

unc_iergoing any dermatological laser treatment, such as for the removal of pigmented or vascular
lesions. Eye injury, due to the use of the laser, is a risk to the Subject and the operator. Blistering,
edema (swelling), erythema (redness), and mild to moderate local pain are typical reactions to
topical laser treatments. A lesser possibility exists. for hyperpigmentation (darkening of the skin),

hypopigmentation (lightening of the skin), scarring, andjor infection. These conditions may or
may not resolve over time,

Clear & Brilliant® Touch is a non-invasive laser treatment System that was approved for use by
the United States Foog and Drug Administration (FDA,) for the treatment of skin rejuvenation in
2011. The most common side effects of Clear & Brilliant include:

* Prolonged redness

* Discomfort

" lching/dryness

* Herpes simplex (cold sore) reactivation
* Infection

Other possible side effects of the approved use of Clear & Brilliant® Touch include:

* Anincrease or decrease in the pigmentation (darkening or lightening of the skin).
* Localized swelling

* Oozing (seeping)

* Crusting (skin thickening)

* Erosions (loss of skin)

* Bleeding

* Scarring

These side effects usually get better without problems, but it is not yet known whether they will
get better without probiems in this study, since this study will use Clear & Brilliant® Touch in a
way that is different from the approved purpose.

Other side effects

Before the laser procedure, a topical numbing medication will be applied to your skin. Possible
side effects from this medication inciude:

*  Mild irritation where the medication is applied
Numbness in places where the medicine is accidentally applied

= Allergic reaction. Symptoms of any allergic reaction can include a rash, hives, itching, and/or
difficulty breathing, closing of the throat, or sweliing of the lips, tongue, or face. Rarely it can
cause death. If you think you are having a severe allergic reaction, dial 9-1-1 and seek
medical attention immediately.
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STUDY: Combination Topical Cysteamine and Fractional 1927nm Low Powered Diode Iaser
STERLING IRB |D: 9727-AMChapas

for any reimbursement or coverage from your insurance company. If you believe you have any
study relateq iiness, adverse event, or injury, youy must notify the study doctor ag soon as
possible. To ask questions about this, talk to the study doctor or study staff.

You do not waive any of your legal rights by signing this form,

CONFIDENTIAUTY:

® Address

* Telephone number

= Birth date

" Race

* Sex

* Family medica) history

" Allergies

" Medications you take {(current and past)
|}
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STUDY: Combination Topical Cysteamine ang Fractional 1927nm Low Powered Diode Laser
STERLING IRR ID: 9727-AMChapas

are otherwise enfitied at Union Square Laser Dermatology. The study doctor may terminate your
participation in this study at any time after he/she has explained the reasons for doing so and has
heiped arrange for your continued care by your own physician, if this is appropriate. Anticipated

circumstances under which your participation may be stopped by the study doctor without your
consent include:

if it is deemed to be in the best interest of your health and welfare.
if you have severe or unacceptable side effects,
* if you fail to foliow instructions.

QUESTIONS

If you have questions, concerns or comptaints about the research study or yoy experience a

research-related injury, please contact Dr. Chapas or the study staff at 212-366-5800 or 617-51 5-
7867 (both 24 hours). -
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