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1. Background

The human skin aging process is characterized by thinning of the dermis, atrophy of the extracellular
matrix, and reduced collagen synthesis[1]. Loss of collagen in the dermis is of aesthetic concern, as it is
the main structural support in the dermis and its loss results in skin laxity. Photo-damaged skin, mostly
due to UVR, causes degradation of elastic fibers, which is histologically seen as disorganized tangles of
elastin. Additionally, as we age, skin tends to appear more dry due to its poor hydration and turgor
capacity[1]. The use of minimally invasive aesthetic treatments in reducing signs of aging has been
gaining in popularity over surgical treatments in recent years[2]. Several energy types including, laser,
radiofrequency, infrared, and ultrasound, have been developed for facial rejuvenation[3]. These
treatments induce controlled thermal damage to the dermis and cause collagen contraction and
neocollagenesis resulting in skin tightening over several months[2]. The effects of facial rejuvenation
treatments on collagen have been well defined in literature, however, the role of elastin in facial
rejuvenation has not been well studied.

In facial skin aging, the skin loses elasticity and begins to sag. Minimally invasive bipolar radiofrequency
produces a controlled thermal injury in a fractional manner without damaging the dermal-epidermal
junction, epidermis or subcutis[5]. Radiofrequency, unlike lasers, are chromophore-independent
providing better penetration than lasers, and spare sweat glands, sebaceous glands, and hair
follicle[5,6].

This study intends to evaluate the safety and effectiveness of the InMode Morpheus8 System to treat
skin on the lower face and assess its effect on skin quality and dermal lines. This device has been FDA
cleared for full body subdermal adipose tissue remodeling.

There are alternative treatments that have demonstrated surface changes of the skin and improvement

in dermal lines. |



2. Purpose

The primary objective of this study is to evaluate the safety and efficacy of a bipolar fractional
radiofrequency treatment via use of the InMode Morpheus8 System to achieve skin texture and quality
change and to treat facial fine lines and wrinkles of the lower face.

3. Study Design

This is a single center, unblinded, non-randomized, non-controlled study designed to follow a total of up
to thirteen (13) qualified and consenting subjects receiving 4 bipolar fractional radiofrequency
microneedling treatment of the lower face, once every 4-6 weeks for a total of 4 treatments, under an
IRB approved protocol. Following these treatments, patients will have follow-up visits at 3-months, and
6-months post-treatment. The effects of bipolar fractional radiofrequency treatments via the InMode
Morpheus8 System will be determined by subjective and objective analysis through clinician and subject
assessments.

4. Study Population



This is a single-site study at UT Southwestern Medical Center at Dallas in the Department of Plastic
Surgery. Up to thirteen (13) subjects will be enrolled and treated.

4.1. Subject Enrollment
Subjects who are interested in treatment for facial fine lines and wrinkles will be recruited for the
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4.2. Informed Consent Form
An IRB-approved informed consent form (ICF), explaining the purpose, design, risks and

duration of the study, will be given to each candidate subject before participation in any study

procedures.

5. Eligibility Criteria
5.1. Inclusion Criteria
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Healthy male and female adults between ages 21-70 years of age.

Presence of facial dermal lines and skin changes of the lower face associated with
age or environmental exposure.

Subjects who can read, understand, and sign the Informed Consent Form.
Subjects willing and able to comply with all study requirements.

Fitzpatrick skin type I-VI.

Minimum of 1 on the Lemperle Wrinkle Assessment Scale, Allergan Fine Line Scale
and Allergan Skin Roughness Scale

Subject is willing not to undergo any type of aesthetic procedure that could
confound the study device treatment effects until he/she completes the study.

5.2. Exclusion Criteria:
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Active localized or systemic infections, that may alter wound healing.
Immunocompromised subjects.

Subjects with coagulation disorder.

History of skin photosensitivity disorders, or use of photosensitizing drugs
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(e.g., tetracycline or sulfa drugs).

Pregnant and/or lactating (All female volunteers will be advised about using
birth control during the period of study).

5 on the Lemperle Wrinkle Assessment Scale or 4 on the Allergan Fine Line
Scale and/or Allergan Skin Roughness Scales

Scarring in areas to be treated.

Tattoos in the treatment areas to be treated.

Significant open facial wounds or lesions.

Severe or cystic acne in treatment areas.

Current active smoker.

Use of Accutane (Isotretinoin) within the past 6 months.

Use of topical retinoids within 48 hours.

Use of prescription anticoagulants.

Pacemaker or internal defibrillator.

History of skin disorders resulting in abnormal wound healing (i.e. keloids,
extreme dry and fragile skin).

Subjects on current oral corticosteroid therapy or within the past 6 months
Metal implants in the treatment area.

In the opinion of the investigator, subject is unwilling or unable to adhere
to all study requirements, including application and follow-up visits.
Subjects with a history of radiation therapy to the treatment area.

Subject has a history of allergy to lidocaine or ester-based local anesthetics.
Subjects with significant cardiac history or rhythm disturbance who may be
unable to tolerate lidocaine with epinephrine.

Subjects with any skin pathology or condition in the treatment area that
could interfere with evaluation or with the use of typical ancillary medical
treatments or care used before, during or after treatments (e.g. psoriasis,
rosacea, eczema, seborrheic dermatitis, vitiligo, hyper or hypo-skin
pigmentation conditions such as post inflammatory hyperpigmentation).
Subjects who are unwilling to shave excessive hair in the treatment area
that might influence or impair evaluation in the opinion of the Investigator.
Subjects have undergone skin resurfacing or tightening treatments in the
treatment area over the past year.

Subjects have undergone dermatological treatments such as fillers and
neurotoxins for the past 6 months in the treatment area.

Subjects have undergone laser and light treatments in the treatment area
over the past 3 months.

Subjects who have undergone surgery in the proposed treatment area
within the past 3 months.

Subjects have undergone superficial peel or microdermabrasion within 4
weeks.

6. Study Endpoints
6.1. Primary Endpoints

1

Improvement of fine lines and wrinkle severity using a modified
Lemperle Wrinkle Assessment Scale, the Allergan Scale for Fine Lines
and the Allergan Skin Roughness Scale Assessment at baseline, 3-
months, and 6-months post-treatment



2  Clinician’s Global Aesthetic Improvement Scale (CGAIS) at 3-months
and 6-months post-treatment
6.2. Secondary Endpoints
1 Monitoring of adverse events throughout the course of the study.
2  Subject Global Aesthetic Improvement Scale (SGAIS) at 3-months and
6-months post-treatment
3 Patient Satisfaction Questionnaire at 3-months and 6-months post-
treatment
Exploratory skin measurements

Micro-biopsies for histological evaluation

7. Safety Endpoint
Safety will be determined based on adverse event data collected from both the
Morpheus8 treatment visits and all follow-up evaluations of the treated areas. -

8. Study Visit Procedures
8.1. Screening Visit: Visit 1
The purpose of the study, eligibility criteria and potential risks will be discussed with the potential
study subject.

This visit will take about 1 hour.



8.2. Treatment Visits: Visit 2-5
The first Treatment Visit (Visit 2) activities may be combined with the Screening Visit (Visit 1).

The following activities will be completed before the first treatment for research purposes:

1. Obtain close up and standard photography
Obtain surface area assessments

Collect two 0.33mm biopsies




This visit will take about 1 hour.
8.4 Follow-Up Visits (Visits 6 and 7)

At a minimum, all subjects will return for follow-up at 3 months (+/- 7 days) and 6 months (+/- 7
days) after treatment.

The following activities will be performed on all subjects during the follow-up visits:

These visits will take about 1 hour.




Additional follow-up visits may also be required after the last scheduled visit to assess resolution of
adverse events.
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11. Assessments

Assessment of Facial Wrinkling

11.1.

Assessment of Fine Lines

11.2.



11.3. Allergan Skin Roughness Scale

~

1.4. Clinician’s Global Aesthetic Improvement Scale (CGAIS)

=

1.5. Subject’s Global Aesthetic Improvement Scale (SGAIS)

=

1.6. Patient Satisfaction Questionnaire

~

1.7. Imaging Procedures

1 VISIA Complexion Analysis
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1.8. Noninvasive Procedures

~

1.9. Skin Biopsies

11.10. Blinded Evaluation
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15. Potential Risks
Blistering, burning, and infection: (Rare)
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Transient edema and/or erythema: (Occasionally)

Pigmentary changes: (Rare)
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Biopsy



Photography
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16. Potential Benefits
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18. Subject Safety and Data Monitoring
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20. Sources of Research Material




21. References
















