September 9th, 2021 
SKINSTIM REGISTRY U.S. CLINICAL PROTOCOL (see attached in MS Word) 

Safety and Efficacy of Bioelectric Stimulation Only 

For the Treatment of Moderate Skin Wrinkles
Sponsor: SkinStim TM Lionheart Health, Inc. 
Condition To Be Treated: Skin aging signs including wrinkles and inflammation (Face, neck)


Background:
The loss of skin smoothness, texture, turgor, and overall quality that can occur with age or other reasons, often leads to the development of unwanted skin wrinkles. Current and previous treatments have been temporary, or only somewhat effective in reducing wrinkles.


The SkinStim regimen is the most scientifically based and cutting-edge approach to treat skin wrinkles.  The therapy is Bioelectric Stimulation only, which involves the use of precise micro-current signals delivered to the skin that increase the local tissue expression of several pro-regenerative proteins or substances that are normally present in the skin, but become depleted with age, such as Klotho, COL17A1, VEGF, SDF1, PDGF, Tropoelastin and Collagen. Klotho is an important natural anti- aging protein that has significant anti-inflammatory and repairative properties important in tissue regeneration to restore the skin to a younger appearance. These signals will stimulate native skin repair by attracting stem cells, enhancing blood flow, and help to enhance skin elasticity and cellular repair.


The bioelectric stimulation will be delivered via gel patch electrodes or an electrode mask to be worn over the face that will deliver the micro-current at a strength and comfort level that will be selected by each patient. This micro-current stimulation will increase the levels of many pro-regenerative proteins that are depleted in your skin and include signals that drive stem cells to your skin, enhance blood flow and cellular repair, enhance skin texture primarily with stimulating collagen production, plus stimulation of a newly identified protein called Klotho, that is a potent anti-aging protein. This treatment can be applied to any area of skin wrinkles not just for the face including neck, upper chest and hands. This controlled use of micro-current causes no injury to your skin or pain.
All patients will have a very detailed analysis of the quality, texture, and appearance of both the dermis and sub-epidermis using photos sent to a qualified analysis reviewer. Photos that will be used as a baseline and then repeated for objective visualization and object measurement to determine benefit or lack thereof of this therapy.


Key signaling release proteins SDF1 and PDGF for stem cell homing, COL17A1 for collagen regeneration, Tropoelastin for elasticity regeneration, Klotho for anti-aging and DNA repair. Klotho and follistatin for improving muscle tone.  


Inclusion Criteria:
· Age: 30-75 yrs
· Sex: Female or Male
· Willing to attend each of the scheduled treatments
· Presence of moderate facial wrinkles
• subjects who are pregnant, nursing, planning to become pregnant, and/or not using a
reliable form of birth control.



Note - Before receiving any bioelectric stimulation to your face a startup safety evaluation for skin reactions must be conducted = Each eligible subject will be asked to undergo a brief evaluation to test the tolerability and safety of increasing the duration of therapy on either forearm in dose duration increments of 1 minute, 3 minutes, 5 minutes, 15 minutes with end target goal of 30 minutes to be used in the study.  At the end of each incremental dosing period the skin will be examined for any reaction and a whole body simple assessment will be made of any other possible reactions such as headaches or stomach gut issues.  If you experience no adverse effects through all dosing time durations, you will be then qualify to be eligible begin the full study on the following week.  If you have any skin or other reactions in this pre-evaluation incremental dosing evaluation on your chosen forearm you will NOT be eligible to enroll in the study.




Exclusion Criteria:

· Subjects who have had prior exposure to any hyaluronic acid, or any other filler,
injection for any purpose in the 12 months preceding study enrollment through the
duration of the study.
· Subjects who have had prior exposure to any botulinum toxin for facial rhytids in the 3
months preceding study enrollment through the duration of the study.
· Subjects who have had a prior cosmetic procedure to improve facial rhytids (i.e.,
rhytidectomy, periorbital or eyelid/eyebrow surgery, brow lift, CO2/erbium laser resurfacing, Thermage/Thermacool radiofrequency treatment) within 6 months or who have visible scars that may affect evaluation of response and/or quality of photography.
· Ablative skin resurfacing on the glabellar area within the previous 3 months or during the study.
· Retinoid, microdermabrasion, or prescription level glycolic acid treatments within 3 months prior to study participation or during the study.
· Oral Isotretinon within the past 3 months.
· Active cut, wound, or infection on the face.
· History of keloid formation on the skin
· History of keloids or hypertrophic scarring.
· Existing or history of skin malignancy.
· Any existing facial skin disease.
· Patients who have used, within 30 days, any medication that can cause dermal
hypersensitivity or affect skin characteristics.
· Current smoking
· Patients who have implantable pacemaker, automatic implantable defibrillator (AICD),
or any other implantable electric device.
Treatment Schedule
Length of Treatment: 12 weeks 
Frequency of Treatment: 3X a week for 12 weeks 
Duration of Each Treatment: 30 minutes
Total Number of Treatments: 36 x 30 minutes = 18 hours total treatment time 
Stimulator to be Used: FDA 510K and CE Mark approved SkinStim Mettler bench top model 240 or SkinStim Mettler portable hand held stimulator 240L
Conduction Delivery Methods to Be Used:  Gel electrodes OR an endorsed curated electrode face mask
Skin Analyzer: Visia, or equivalent OR good photo visuals analyzed by a 3rd party qualified personnel 
Location of Treatments: All treatments will take place in the Clinic of the Investigator approved for participation in this study or under the supervision of a clinician at home use
Treatment by Individual Components:


1.  Bioelectric Stimulation: Delivered by SkinStim Mettler 240 benchtop or 240L portable hand held stimulator
2.  Gel electrodes OR an approved electrode face mask
 
Possible Side Effects of Treatment:
The strength of the micro-current bioelectric stimulation will be adjusted to a comfort level selected by each patient. The duration of treatments will be the same for each patient.
There is no history of skin burn or irritation associated with the controlled use of this low level bioelectric stimulation, and the biologics which will be injected or applied to the skin are derivatives of naturally occurring substances and also have no history of allergy, rash, or other adverse reaction.


Deidentified Photos:
Each patient will have consented to have deidentified photos taken of their face using the Visia Skin Analyzer from the front and side with no makeup applied before and at the end treatment to document the benefit of the therapy. Eyes will be blacked out where possible to limit facial recognition.


Patient Self-Assessment:
Each patient will complete a self-assessment questionnaire at the end of treatment to describe their level of satisfaction with the results of the treatment.


Data Analysis:
Each patient will agree to have the data from their treatment submitted for analysis and potential publication. All patients will be assigned a study number (date and initials) which will be used for all data analysis to prevent any patient identification. The data will be analyzed by a selected qualified statistician. A qualified person, skin aesthetician or other, with skin analysis experience not involved with the study will separately grade the level of change and improvement in the treated skin.


Equipment Needed for Study Execution:
1. Mettler 240 or 240L Bioelectric Stimulator FDA 510K cleared for improving blood circulation and muscle tone 
2. Skin gel electrodes or electrode skin mask (may include neck attachment). 

The Clinical Trial Agreement for the clinic is here if a clinic is used > https://skinstim.lionhearthealthstim.com/wp-content/uploads/2019/04/CTATemplateCosmeticApril2019.pdf

Here are our previous full study Clinical Protocols for clinics which included PRF injections 2019 https://skinstim.lionhearthealthstim.com/wp-content/uploads/2019/02/SkinstimProtocol.pdf and 2020 https://skinstim.lionhearthealthstim.com//wp-content/uploads/2020/08/SKINSTIM-PROTOCOL.pdf


Here are results from the 2022 California bioelectric stimulation alone study with high end skin analysis on our web site - https://skinstim.lionhearthealthstim.com//wp-content/uploads/2022/06/SkinStim-PreClinical-and-Clinical-Results-PDF.pdf

Kindest Regards,
Howard


Howard J. Leonhardt
Lionheart Health, Inc. 
Leonhardt Ventures LLC 
1 Kent Court
Mission Viejo, CA 92694
http://www.leonhardtventures.com
http://www.lionhearthealthstim.com
http://www.lionheartlongevity.com 



