
SkinStim TM Patient Consent and Liability Waiver Release 


You have a skin condition (aging related wrinkles, appearance degradtion and inflammation) for which you are seeking treatment., and have expressed an interest in participating in a clinical research study designed to improve the youthful appearance of skin and possibly regenerate and repair damaged skin. Participation in this registry study, which is called SkinStim TM Registry Post Market Evaluation, is totally elective, and neither participation, or non-participation, will have any impact on your subsequent care by your clinician/aesthetician (s).

There are many types of treatments that are available to try to improve facial skin appearance and quality, and you may have tried one or more of these options. However, the success of most agents has been marginal or modest in many individuals, in part as the do not alter the biology of the skin tissue. This lack of effective therapy has led to research into a new, innovative, and safe approach that is called Bioelectric Stimulation.

Bioelectric stimulation is a new field of medicine that has been actively investigated for many years, and shown to be able to non-invasively activate many of the body’s primary signals (genes) that are involved in native repair and regeneration of damaged tissues, including the face. This research has led to identification of the precise currents that are both safe and effective in inducing native repair. The bioelectric stimulation used in this study involves the stimulation of not just a single gene, but a sequential cycle of stimuli that release most of the known genes proven to be beneficial to skin repair and regeneration, beginning with initial gene that is one of the most important signals the mobilize stem cells from various areas to the target tissue. The currents used are well below those that might induce any damage to the skin of the face, or have remote effects on any skin or tissue in the body.




The potential benefits of this therapy for facial skin problems include reducing wrinkles and smoothing the surface of the skin, reducing skin inflammation, as well as enhancing the overall appearance of smoothness of the skin and possibly underlying muscle tone. 

There are no expected adverse effects as a direct result of undergoing this therapy, and there is no evidence demonstrating any adverse effects on skin or tissues away from the treatment area.

Possible local side effects may include itching, redness, pain, swelling, or possibly headache during the study.  The study investigator will be available at each treatment and follow up session to examine your facial skin and respond to any unanticipated adverse effects you may be experiencing. You may elect to withdraw from the study at any time. Your subsequent care by your physicians will not be influenced with withdrawing from the study.

The study involves the application of the treatment to your facial skin (and alternatively also neck skin) for periods of 30 minutes, three (3) times/week for 12 consecutive weeks. 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. 






You will be asked to take photos of your skin with equal lighting, angle and distance at baseline and to share this photo with a selected qualified analysis person.  Another photo and examination will be obtained at the end of the 12 week treatment period for comparison to the baseline pre-treatment to document change and benefit. Your name will never be released with any evaluation of the results of this study.

You will be assigned a treatment number only for identification in the study. 

It is important that you realize the maximum 90 minutes time that will be required 3 times/week for 12 consecutive weeks. You should only elect to enroll in the study if you are fairly certain that you will be able to meet all of these treatment sessions. It is believed that the effects of the treatment are cumulative, meaning that your maximal benefit is dependent on getting all of the treatments.

There will be no compensation offered for participation in this study.

The leader of this study, or Principal Investigator, will be happy to answer any and all of your questions before you sign this Consent.  A zoom call can be scheduled with you. 

I hereby release and indemnify SkinStim TM, Lionheart Health, Inc, Leonhardt Ventures LLC, Cal-X Stars Business Accelerator, Inc., the treatment MedSpa and team if any,  and all their associated personnel, board and consultants from all and any liability associated with this product evaluation.  











I understand the risks clearly associated with this bioelectric stimulation study and wish to move forward with the product evaluation.  I have been given the opportunity to ask any questions I would like before beginning this product evaluation.  I have been given the opportunity to seek a non-involved clinician professional opinion of associated risks before beginning.  I have had the opportunity to review previous study and patient case results and information published on PubMed on other similar bioelectric stimulation studies. 

Patient Consent Agreed 

_______________________________
Signature                                          

Date:  

Name 

Contact Information:  






