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Abstract 

In the present study we tested the ability of a six weeks of daily, at home treatment with the 
RejuvaliteMD Photofacial device to reduce both fine and coarse wrinkles and to reduce facial 
skin discoloration over the same time course.  Each subject served as her own control, comparing 
effects between baseline and four weeks.  Photo documentation of baseline and 6-week 
timepoints included at least 6 photos of each subject, taken from left and right lateral views as 
well as frontal views.  Lighting and cameral placement were the same for each photo and each 
subject.  Photos were assessed using the Fitzpatrick Wrinkle Scale, an instrument that evaluates 4 
aspects of facial skin, including: 1) fine wrinkles; 2) course wrinkles; 3) abnormal pigmentation, 
and: 4) overall visual assessment.  Each aspect is rated on an ascending scale of 0 through 9, with 
0= to no abnormalities present and 9 being a severe presentation.  The study enrolled 26 subjects, 
23 of whom completed the study.  Three subjects were lost to follow-up.  All of the subjects 
were women.  Forty-five percent were between 35 and 45 years old; 41% were between 46 and 
55 years old, and; 13% were over 56 years old.  Results. Safety: there were no adverse events or 
serious adverse events in any of the subjects.  Efficacy:  91% of the subjects had a cumulative 
positive response to the RejuvaliteMD Photofacial device.  In subjects with the most severe 
coarse wrinkles there was a 1 point improvement on the Fitzpatrick Wrinkle Scale.  In addition, 
subjects that entered the study with the  most severe facial discoloration had an improvement 
over 1 full point, on average.  Conclusions:  A four week course of RejuvaliteMD Photofacial 
system for 5 minutes/day over 5 days per week with the improved  the overall facial countenance 
of the subjects and reduced both fine and coarse facial wrinkling, as well as reduced facial skin 
discoloration, without adverse events. 

Background and Significance   

RejuvaliteMD, utilizes LED technology to deliver a specific combination of light wavelengths in 
a  portable Photofacial device at home.  According to the American Board of Cosmetic Surgery, 
photofacial treatment is one of the top five in-clinic procedures performed in the US.  Previous 
studies and thousands patients treated have demonstrated that there is virtually no lost time or 
lost wages, pain, or serious adverse events associated with Photofacial treatment. LED 
Photofacial has shown to uniquely rejuvenate the skin through activating a cascade of wound 
healing mechanisms in the dermal matrix, thus increasing skin cell turnover, angiogenesis, and 
increasing skin permeability for transepidermal delivery of potent anti-inflammatory serums1. 
Studies have shown wavelengths in 590-880nm range help to increases fibroblast cells in the 
local skin, thus increasing collagen synthesis, to give the skin a plump and healthy look 2.  
Established clinical studies have shown that varying light wavelengths as a means to anti-aging 
and enhancing collagen deposition, however clinical benefits have not yet been fully elucidated. 
In the study reported on here we studied the potential benefits of RejuvaliteMD treatment of skin 
wrinkles and discoloration. 

Study Design  

This is a prospective, 6-week open label study in which each subject will serve as her own 



control.  Following enrollment, baseline photographs of each subject were obtained.  The 
photographs were taken of the left and right profiles, as well as a frontal photo.  At least two 
exposures were taken of each viewpoint.  The lighting and camera angles were standardized for 
each, and between each photographic session.  Following obtaining baseline photos, the subject 
began a treatment schedule of 5 sessions per week, 5 minutes per session.  The subjects were 
instructed to place the light source 4-5 inches from the treated area.  Following 6-weeks of 
treatment a second set of photographs was obtained. 

Co-primary endpoints are: 
1. Safety.  Each subject will fill out an adverse event survey at the 2 and 6-week visits.  The 
survey will include questions about changes in skin dryness, changes in eye dryness, 
headache, dizziness, cracking or bleeding from the treated area. 
2. Efficacy.  Efficacy of the RejuvaliteMD therapy was measured by changes from baseline 
and 6-weeks, based a blinded photographic analysis by a physician rater not involved in the 
conduct of the study.  The photos were rated using the Fitzpatrick Wrinkle Scale, an 
instrument that evaluates 4 aspects of facial skin, including: 1) fine wrinkles; 2) course 
wrinkles; 3) abnormal pigmentation, and: 4) overall visual assessment.  Each aspect is rated 
on an ascending scale of 0 through 9, with 0= to no abnormalities present and 9 being a 
severe presentation.  At least 6 photos of each time point were rated independently. 

Secondary Endpoints 
Self-assessment of global effects using Self -Assessment Scale is a 9 point questionnaire in 
which subjects were asked to compare a series of facial characteristics as changes between 
baseline and week 4, as well as their overall satisfaction with the RejuvaliteMD therapy 
system. 

Inclusion Criteria: 

1. Female volunteers between the ages of 35 and 59 years. 
2. The ability and willingness to attend analysis visits at baseline and the then 2 and weeks 
later. 
3. The ability to read, understand and sign the informed consent. 
4. The ability to read, understand and respond to the two self-assessment instruments used 
in this study 
5. Subjects of childbearing age must use at least one method of contraception while on the 
study treatment 

Exclusion Criteria: 
1. Male gender 

2. Pregnancy 
3. A previous diagnosis of an autoimmune disease including, but not limited to psoriasis, 
scleroderma, rheumatoid arthritis and autoimmune thyroiditis 
4. Type 1 or Type 2 diabetes mellitus 



5. Eczema involving the face and scalp    
6. A history of radiation treatment to the face or neck 

7. A history of facial surgery 
8. A history of injections of Botox or cosmetic surgery or interventions within the past 12 
months 
9. Tobacco use within the past 20 years 

Informed Consent: 
Informed consent will be obtained prior to enrollment.  A copy of the Informed Consent 
document is attached in Appendix 1 
 
Results 
 
Subject disposition.  Twenty-five (25) women enrolled, and twenty-two (22) completed the 
study.  Three (3) were lost to follow-up during the course of the study.  The analysis is of the 
study completers.  Forty-five percent were between 35 and 45 years old (n=10); 41% were 
between 46 and 55 years old (n=9), and; 13% were over 56 years old (n=3).  Baseline values 
were established at enrollment with photographs taken of the left and right profiles, as well as a 
frontal photo.  At least two exposures were taken of each viewpoint.  The lighting and camera 
angles were standardized for each session, and between each photographic session.  Following 6-
weeks of treatment with 5 minutes of  RejuvaliteMD exposure 5 days per week, a second set of 
identically posed photographs was obtained.  Each subject served as her own control. 
 
Data Analysis.  Co-primary endpoint Safety.  Each subject was instructed to report any 
adverse events, including burns, rashes, herpetic lesions, bleeding, acne vulgaris, acne rosacea, 
discolorations or systemic illnesses.  There were no AEs reported by any study participant.   
 
Data Analysis.  Co-primary endpoint Efficacy.  The photographs were electronically 
transferred to a blinded physician investigator.  Each photographic image was  analyzed 
independently and rated on the on the basis of the Fitzpatrick Wrinkle Scale (Table 1). 
 

 
Table 1.  The Fitzpatrick Wrinkle Scale 

 
Ninety-one percent (91%) of the study completers (20 of 22) showed a positive response to the 
RejuvaliteMD Photofacial device, based on improvements on the Fitzpatrick Wrinkle Scale.  In 
subjects with the most severe coarse wrinkles there was a 1 point improvement on the Fitzpatrick 
Wrinkle Scale.  In addition, subjects that entered the study with the  most severe facial 



discoloration had an improvement over 1 full point, on average. The baseline minimum and 
maximum scores, as well the 6-week minimum and maximum scores are shown in Table 2. 
 

 

Fine 
Wrinkling 

Coarse 
Wrinkling 

Abnormal 
Pigmentation 

Global 
Assesment 

Baseline minimum 
score 0.00 0.00 0.00 0.00 

Baseline maximum 
score 4.00 5.00 6.00 4.00 

6-week minimum 
score 0.00 0.00 0.00 0.00 

6-week maximum 
score 0.00 2.00 4.00 2.00 

Table 2.  Minimum and maximum baseline and 6-week scores on the Fitzpatrick Wrinkle Scale. 
 
 
Data Analysis.  Secondary Endpoint.  The self-assessment study results are attached in 
Appendix 2. 
 
Conclusions. 

1.  A 6-week treatment with the RejuvaliteMD Photofacial was safe and well tolerated in 
this study 

2. Treatment with the RejuvaliteMD Photofacial reduced fine wrinkles in the subjects in an 
age-independent manner. 

3. 91% of the study completers showed improvement on the Fitzpatrick Wrinkle Scale. 
4. Treatment with the RejuvaliteMD Photofacial reduced coarse wrinkles in the subjects in 

an age-dependent manner, with the oldest subjects responding the least, followed by the 
youngest subjects. Treatment of subjects between the ages of 46 and 55 had greatest 
effect on coarse wrinkles. 

5. Treatment with the RejuvaliteMD Photofacial reduced abnormal pigmentation in the 
subjects in an age-dependent manner, with the youngest subjects responding the least, 
followed by the oldest subjects. Treatment of subjects between the ages of 46 and 55 had 
greatest effect on abnormal pigmentation, which was reduced by nearly half in this 
cohort. 

6. The modest effects on coarse winkles and abnormal pigmentation in the youngest 
subjects in likely due to the more modest presentation of coarse winkles and abnormal 
pigmentation at baseline, compared to the older subjects in this study. 
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RejuvaliteMD Home Device For Anti-Aging Light Therapy 

Study Information and Consent Form

Research Subject’s Bill of Rights - People who volunteer to participate in an experiment (also called a research study 
or clinical trial) need to understand what is expected of them and why the research is being done. As you think about 
whether or not to participate, it is important that you know you have rights in place to help protect you. These rights, listed 
below, will be further explained as you read this consent form.

If you are asked to participate in a research study, you have the right to the following:

• Be told the purpose and details of the research study.
• Have the devices (implants, instruments, or tools) used in the research study described to you.
• Have the procedures of the research study and what is expected of you explained to you.
• Have the risks, dangers, and discomforts of the research study described to you.
• Have the benefits and advantages of the research study described to you.
• Be told of other products or procedures (and their risks and benefits) that may be helpful to you.
• Have a chance to ask questions about the research study.
• Be given a copy of this signed and dated consent form.

The purpose of the study is to evaluate the effectiveness of at-home RejuvaliteMD Light Therapy product on various 
aspects of skin health.

You were selected as a possible study subject because you fall within the age, sex, and skin type based on the 
prequalifying questions you answered on the initial application. 

Responsibilities of Study Participants 

If you decide to participate in this study, we will ask you to do the following:

• Keep your contact information up to date (address, email address, telephone number, etc.).
• Provide truthful information about your medical history and current health.
• Return for follow-up visits and tests as required.
• Tell the study team about any problems you have during the study.
• Tell the study team if you have been in another study during the last 30 days or if you are in another now.

Please let us know if any of the following exclusions apply to you:

a. Male gender
b. Pregnancy
c. A previous diagnosis of an autoimmune disease including, but not limited to psoriasis, scleroderma, rheumatoid 

arthritis and autoimmune thyroiditis
d. Type 2 diabetes mellitus
e. Eczema involving the face and scalp
f. A history of radiation treatment to the face or neck
g. A history of facial surgery
h. A history of injections of Botox or cosmetic surgery or interventions within the past 12 months

Study Procedures and Duration

If you agree to participate in this study, you will be asked to do the following:

1. Use the device for five minutes per day for each day of the 6 week trial.
2. Take all the questionnaire/surveys in a timely fashion
3. Return to our home office for photos as requested (before and after photos) 

There are no known risks associated with this home LED Light Therapy machine, but there  may be unforeseeable risks 
that have not yet been identified.
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Benefits of Study Participation

We hope our device and this study will be beneficial to your skin care goals. We strive to give you more youthful, 
healthier, and revitalized skin. However, there may or may not be direct medical benefit to you. We hope the information 
learned from this study may benefit other patients with similar skin types and conditions to you.

There is no cost to you to participate in this research study.

Payment or Compensation

You will not receive any payment or reimbursements for participating in this study; however, upon completion of the study 
you may keep the device.  If you do not complete the entire study, you will be required to return the entire device and any 
accessories to Trophy Skin.

Voluntary Participation:  Please note that if you choose to withdraw, the data we have collected about you before your 
withdrawal must remain part of the study database and may not be removed. 

Termination of Your Participation in the Study:  The study controller may stop your participation in the study without your 
consent if they feel that it is in your best interest. They may also end your participation if you do not follow the study 
procedures or experience unacceptable side effects. They may also need to end your participation for administrative 
reasons.

If we find out new information during the course of the study that may change your willingness to continue (for example, a 
new, serious side effect), we will contact you.

You will be given a signed copy of this form.

I have had the opportunity to ask questions and have had my questions answered. I have been given enough time to 
consider participating. I agree to participate.

Signature: 

In consideration of Trophy Skin Inc.’s (“Trophy Skin”) potential use of some of or all of the materials identified below (the 
“Materials”) in one or more marketing, promotional or advertising programs (the “Programs”), and other good and valuable 
consideration, the receipt and sufficiency or which is hereby acknowledged, I hereby grant Trophy Skin permission to use, 
modify, reproduce, distribute, publicly perform and display, in any form now known or later developed, the Materials 
specified in this release throughout the world, by incorporating them into one or more Programs. 

• I understand that this is not a paid study, but upon completion of trial, I will be allowed to keep the LED LIght 
Therapy device.  

• I consent to Trophy Skin taking my likeness in Before, During, & After pictures for use on web, marketing 
materials, print advertisements and various shopping and infomercial channels.

• I commit to using the provided RejuvaliteMD LED Light Therapy device for a five minute treatment evey day of the 
clinical trial.   Trophy Skin will train me in the proper procedure that is imperative for the trial.

• I understand that I may be asked for a short video testimonial and/or demonstration.
• I will sign all agreements and consent forms before beginning treatment plan as outlined specifically by Trophy 

Skin.
• I warrant and represent that the Materials identified above are either owned by me, and/or original to me and/or I 

have full authority from the owner of the Materials to grant this release. I warrant that all statements, 
representations or information made as part of the Materials (or used to support the Materials) are truthful, 
accurate and current.

• I release Trophy Skin, its agents, employees, licensees and assigns from any and all claims I may have now or in 
the future for invasion of privacy, right of publicity, copyright or trademark infringement, defamation or any other 
cause of action arising out of the use, reproduction, adaptation, distribution, broadcast, performance or display of 
the Programs.



• I understand and agree that Trophy Skin shall be exclusive owner of all right, title and interest, including copyright, 
in the Programs, except as to preexisting rights in any of the Materials released hereunder. I waive any right to 
inspect or approve any Programs that may be created containing the Materials. 

Signed:

Typed or Printed name:  

Address:                                          

Phone number:                  

Email address:                

Date: 
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