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RESEARCH SUBJECT INFORMATION AND CONSENT FORM 
 
Protocol Number and Title:   Evaluation using Intragen Fractional Radiofrequency with NeuViVA 

for the Treatment of Vulvovaginal Laxity and  Urogynecology 
symptoms. 

   
Study Doctor:     Sherry Thomas, MD, MPH 
Address of Study Site:    29525 Canwood Street, Suite 211 

Agoura Hills, CA 91301 
 
24-Hour Telephone Number: 818-991-0988 or 818 480-7100 
 
This consent form may contain words that you do not understand. Please make sure to ask the study 
doctor or the study staff for an explanation of any words or information outlined in this document. You 
have the right to take an unsigned document home to discuss with family, friends, or a physician 
before making your decision. 
 
STUDY SUMMARY 
You are being invited to be in a research study. The purpose of this consent form is to help you decide 
if you want to be in the research study. Please read this form very carefully and ask any questions 
throughout. To be in a research study you must give your informed consent. 
 
“Informed consent” includes the following: 
_ Reading this consent form 
_ Having the study doctor and/or staff explain the research study to you 
_ Asking questions about anything that is unclear 
_Taking an unsigned version home for some time to think about participating 
 
You should not participate in the research study until all of your questions are answered. 
 
Below is a list of aspects of the study you should know before making a decision about enrolling: 
_ The main goal of a research study is to learn things to help patients in the future 
_The main goal of regular medical care is to help each patient 
_ No one can promise that a research study will help treat any medical ailment or condition 
_ Participating in a research study is completely voluntary (a person cannot be forced to participate) 
_ If you decide to participate in the study, you are able to withdraw from the research study at any time 
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_ The decision to participate in the research study will not affect any medical benefits or affect the care 
that the study doctor is able to provide you 
_ This study involves a review of your medical information and details surrounding your treatment of 
vaginal laxity with Fractional radiofrequency. All aspects of that treatment will be reviewed to 
understand the effectiveness and safety profile of this study device. 
After reading and discussing the information found within the consent form you should know the 
following: 
 
_ Why this study is being done 
_ What will happen during the research 
_ What device and procedures will be used 
_ Any possible benefits to you 
_ The possible risks to you 
_ How your treatment-related information will be exchanged with other medical professionals and the 
route of dissemination 
 
PURPOSE OF STUDY 
In this study, the Study Dr. Sherry Thomas is evaluating the effectiveness of Fractional radiofrequency 
for the treatment of vulvovaginal laxity (looseness of pelvic tissues). This study will help to determine 
the effectiveness and safety of the study device. The device is cleared by the United States Food and 
Drug Administration (FDA) but not for this particular use. 
You must be honest about your health history or it may not be safe for you to be in this study. 
 
PROCEDURE 
Approximately 20 women with mild to moderate pelvic prolapse, age 21 and over, will participate in 
this study. If you agree to participate in the study, you will be one of numerous subjects that will 
participate in this study. The study involves the use of a Fractional radiofrequency device. This device 
delivers radiofrequency directly into tissue to deliver controlled heat. In turn, the heat causes tissue to 
contract. 
No incision will be made. The treatment is non-invasive, meaning radiofrequency generates the heat 
by sending energy into the tissue. This procedure targets specific areas responsible for vulvovaginal 
laxity, and other symptoms. The purpose of this study is to analyze the device’s ability to contract 
tissue and treat vaginal laxity and other symptoms. This is a non-controlled, non-randomized study, 
which means all study subjects will receive actual treatment, and patients are aware that they are 
receiving the actual treatment. To take part in this study, you must agree to not take any new 
medications or undergo any other procedures that may potentially treat vulvovaginal laxity until your 
part in the study is over. If you are currently participating in exercises to strengthen pelvic muscles, 
you will be required to discontinue those exercises until your part in the study is complete. 
Additionally, if your personal doctor makes a change to your medication or treatment of vaginal laxity, 
you must agree to tell the study doctor right away. 
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The study takes about 6 months to complete. 
 
The study process is as follows: 
If you are interested in taking part in this research study, you agree to complete the study visits as 
described below all of which will take place at the research facility: 
 
VISIT 1 
This is also referred to as the “screening visit”. During this visit, we will review this informed consent 
document to make sure you understand the requirements of the study, and to ensure all of your 
questions or concerns are discussed and answered. If you agree to sign this informed consent form, we 
will then: 
• Get information about your age, gender, and ethnicity 
• Get information about your blood pressure and your pulse 
• Get a urine sample to confirm a negative urine pregnancy test 
• Get information about your vulvovaginal laxity, and about medications and/or treatments you are 
doing now and have done in the past to treat the symptoms of your vulvovaginal laxity 
• Get information about your other medical conditions, including information about the number of 
pregnancies and number of natural births you have had including the newborns information specific to 
their height and weight at the time of birth 
•   Get information about other medicines you are taking or have taken in the past 
•   Do an interview with questions about your family, medical, developmental and education 
background; about your communication and social skills; and about your behavior patterns and 
interests 
•   Get specific information about the impact your vulvovaginal laxity has on your daily life including 
your sexual experience using specific quality of life questionnaires called: 
• Vaginal Laxity Questionnaire (VLQ) - rates vaginal laxity/tightness from very loose to very tight 
• Sexual Satisfaction Questionnaire (SSQ)- rates level of sexual satisfaction from none to excellent 
• Female Sexual Function Index (FSFI) and the 
• Global Satisfaction Questionnaire 
•   Conduct pelvic examination to assess integrity of tissue before and after treatment 
•   Collect a photo of the area to be treated before the treatment is given to you 
This visit will take about 1 1/2 hours. 
 
VISITS 1, 2 and 3 (Treatments 1, 2 and 3) 
The first treatment may start on the same day as your Visit 1 day (once you have successfully 
completed all of the screening procedures, and we can confirm that you are eligible for this study), on 
same day of Visit 1. 
Prior to giving the study treatment, we will confirm that you continue to meet the requirements of the 
study protocol, we will ask you to complete the quality of life questionnaires planned for these visits 
(i.e. VLQ and SSQ), and we’ll collect a urine sample to confirm a negative urine pregnancy test. 
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If you still meet the requirements for the study, you will: 
 
a. Have a pelvic exam perform to evaluate the integrity of tissue before and after each treatment 
b. Have a photo of the area to be treated taken before the treatment is given 
The doctor will then give you the planned study treatment and when finished, you will be asked to rate 
your pain using a number scale from “0” – none, to “10” severe.  
A total of three (3) treatments are planned using Fractional radiofrequency device. Each treatment will 
take approximately 30-40 minutes. The treatment plan will occur once a month for three (3) 
consecutive months. The pelvic exam and treatment administration/application will require that you lie 
down on an examination table in the dorsal lithotomy position.  
 
The procedure will be administered or applied as follows: 
1) After procedural and photo consents are signed the subject is placed dorsal lithotomy on the exam 
table. If the labia majora are to be treated a shaved vulva is preferred. Pre-procedural photos are taken 
before each treatment. 
2) A return pad placed on the buttocks will be attached to the subject and RF generator. 
3) The vagina, perineum, and perianal area will be cleansed using a non-alcohol based cleanser. 
4) Water-based lubricant will be used and reapplied as needed. Treatment starts with the labia majora, 
if indicated, and then proceeds into the introitus and deeper vagina. 
5) The vaginal treatment area for the procedure is approximately 20cm2 based on a vaginal 
circumference at the vaginal apex of approximately 12 cm. 
6) For treatment of the labia majora, the treatment tip will be applied across the entire anatomical 
region. The treatment tip is applied to the labia majora bilaterally from the lowest edge of the mons 
pubis to the perineal body and laterally to the crural folds to achieve vulvar and perineal temperatures 
of between 40-45 degrees Celsius for approximately 3-5 minutes or  
 
more of total heat time per area. The labia majora and perineal areas will take approximately 10-15 
minutes to. This is followed by treating the mucosal surface of the vaginal introitus starting at the 
vaginal apex and advancing to approximately 4-12 cm into the vaginal cavity with treatments 
occurring along the vaginal walls, floor, and ceiling. The entire vaginal area will be treated and 
treatment will consist of 0.5 cm overlapping intervals, both circular and in-and-out motion, as the 
treatment tip moves in a clockwise and counter clockwise direction avoiding the urethra. This process 
will be repeated multiple times to achieve sustained vaginal temperature endpoints between 40-45 
degrees Celsius for approximately 5 minutes or longer per area depending on heat tolerance. Total 
vaginal treatment time will be 30 minutes. Post procedural photos are taken at the completion of 
treatments. 
7) A therapeutic temperature of 40-45oC is maintained for approximately 3-25 minutes. 
8) The probe will be inserted into the vagina to treat the vaginal walls. 
9) The probe will be inserted no greater than 9 cm or more to the apex of the vagina. 
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10) The probe will be moved along the vaginal wall surface treating the entire area. 
 
Post-Procedure Phase (Visit Day 30) 
Post-treatment assessment will be conducted at days 90 days, 180 days, following the three (3) 
treatments 
You will need to come to the study site for assessment of your vaginal laxity. Additionally, pelvic 
examinations and post op photos will be conducted on these days to evaluate the integrity of tissue and 
to detect any potential side effects. 
At the completion of three treatments, you will be asked to return to the research site for the follow-up 
aspect of the study. Three additional visits are planned for this phase where NO treatments will be 
administered or applied as follow: 
 
VISITS 4, 5 & 6(Follow-Up) –  
During these visits, you will be asked to complete the planned quality of life questionnaires as listed 
below: 
 
• VLQ, SSQ 
• FSFI, SF-12 
• EQ-5D-3L, GSQ 
• PISQ-12 
• PFDI-20 ( POPDI-6, CRAD-8,UDI-6), IIQ-7 
• WEXNER, FISI, MMHQ  
 
A pelvic examination will be performed, and photos of the treated area will be taken to evaluate the 
integrity of tissue and to detect any potential side effects. 
Each visit will take approximately 30-45 minutes. 
At the end of Visit 6, you will have completed your participation in this clinical study, and no 
additional study related assessments will be collected or performed. 
 
RISKS AND DISCOMFORTS 
There may be risks associated with using the device: 
• Edema (swelling) 
• Electric shock: operator risk only: mitigated through electrical safety testing. 
• Postoperative pain and edema that resolved within three days 
• Second-degree burn 
• Treatment induced ulcers 
• In rare cases the ulcer could perforate and join the colon 
Discomfort: Uncomfortable or embarrassing feeling associated with procedures such as photos and/or 
sexual questionnaires. 
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You must tell the study doctor or study staff about all side effects that you have. If you are not honest 
about your medical history and side effects, it may not be safe for you to stay in the study. 
 
UNFORESEEABLE RISKS 
There may be rare or unknown side effects that could possibly occur. 
 
NEW INFORMATION 
You will be told about any new information that might change your decision to be in this study. You 
may be asked to sign a new consent form if this occurs. You can then decide if you still want to be in 
the study. 
 
BENEFITS 
This is a clinical investigation to evaluate the benefit of the Vaginal RF device and its components in 
the treatment of vaginal laxity therefore; there are no benefits available at this time on this condition. 
The results of this study will help the sponsoring company determine the specific benefits of the device 
in the treatment of vulvovaginal laxity. 
 
COSTS 
You will be responsible for the fee of up to $2,950.00 to participate in this study. The current market 
value of the treatment of this type series is approximately $3,600.00 or $1,200.00 per treatment. 
 
PAYMENT FOR PARTCIPATION 
You will not be financially compensated for your participation in the study. 
The study fee as previously described will be paid directly to the doctor or applicable business entity 
responsible for the conduct of this study. 
 
FINANCIAL CONFLICT OF INTEREST 
The Study Doctor is not paid by the study to conduct this research study. As a researcher in this study, 
she is interested not only in your health and well-being, but also in the results of this study. It is 
possible that sometimes these two goals may conflict with one another. Researchers protect the rights 
and interests of participants by carefully following the rules of the study. 
 
ALTERNATIVE TREATMENT 
If you decide not to enter this study, there is other care available to you, such as Kegel exercises, 
which strengthen and somewhat tighten pelvic floor muscles. Additionally, there are surgical 
procedures for pelvic reconstruction to repair vaginal wall, bladder, and rectum. By not participating in 
the study, this will not affect the care your physician will provide to treat your vaginal laxity. Other 
clinical trials may be available. You and your personal doctor can decide what treatment is best for 
you. 
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AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR 
RESEARCH PURPOSES 
The study doctor will obtain personal and medical information during this study. 
If information from this study is published or presented at scientific meetings, your name and other 
personal information will not be used. 
Your information may be given to the following institutions: 
• Study Doctor 
• Study Monitor 
• IRCM IRB 
• The United States Food and Drug Administration (FDA) 
• Department of Health and Human Services (DHHS) agencies 
 
Why will this information be used and/or given to others? 
• For research purposes and to evaluate the results 
• Assess quality of research 
• Help educate other medical providers of the technology  
• Assess adverse events 
 
What if you decide not to give permission to use and give out your health information? 
Then you will not be able to be in this research study. 
 
May you review or copy your information? 
Yes, but only after the research is over. 
 
May you withdraw or revoke (cancel) your permission? 
Yes, but this permission will not stop automatically and does not expire. 
You may withdraw or take away your permission to use and disclose your health information at any 
time. You do this by sending written notice to the study doctor. 
If you withdraw your permission, you will not be able to stay in this study. When you withdraw your 
permission, no new health information identifying you will be gathered after that date. Information that 
has already been gathered may still be used and given to others. 
Is your health information protected after it has been given to others? 
There is a risk that your information will be given to others without your permission and may no 
longer be protected. 
AS REQUIRED BY CALIFORNIA STATE LAW, PLEASE SIGN AND 
DATE THIS DOCUMENT 
 
_________________________________________________________________________ 
Signature of Participant                                                                   Date 
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COMPENSATION FOR INJURY 
If you are injured or get sick as a result of being in this study, call the study doctor immediately. The 
study doctor will provide emergency medical treatment. Your insurance will be billed for this 
treatment. The sponsor will pay any charges that your insurance does not cover. No other payment is 
routinely offered from the study doctor or sponsor. 
 
LEGAL RIGHTS 
You do not lose any legal rights by signing this consent document. The above statement, 
“Compensation for Injury,” does not stop you from seeking legal help in case of negligence. 
 
VOLUNTARY PARTICIPATION AND WITHDRAWAL 
Your participation in this study is voluntary. You may decide not to participate or you may leave the 
study at any time. Your decision will not result in any penalty or loss of benefits to which you are 
entitled. Your participation in this study may be stopped at any time by the study doctor, without your 
consent. If you do not follow the study procedures you may be taken out of the study. At any time, you 
can exit the study. 
 
SOURCE OF FUNDING FOR THE STUDY 
The sponsor has provided equipment and supplies to the study doctor for this research. 
 
WHOM TO CONTACT 
You may contact the study doctor or study staff at the phone number listed on the first page of this 
consent document: 

Dr. Sherry Thomas 
29525 Canwood Street, Suite 211 

Agoura Hills, CA 91301 
Phone 818-991-0988 or 818 480-7100 

 
• For answers to questions, concerns, or complaints about this research study, 
• To report a research related injury, or 
• For information about study procedures. 
If you need medical attention please go to the nearest emergency room. 

Los Robles Hospital & Medical Center 
215 W Janss Rd, Thousand Oaks, CA 91360 

(805) 497-2727 
• subjects who wish to talk to an independent third party with knowledge of this procedure      can 
contact The Institute of Regenerative Medicine IRB by emailing or calling J.P. Faber 
at jpfaber@ircm.org or (786)-271-2156. 
• have questions, concerns, or complaints regarding the research study, or 
• have questions about your rights as a research participant. 
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CONSENT SIGNATURE 
 
You have read this consent form (or it has been read to you). All your questions about the study and 
your part in the study have been appropriately addressed. You freely consent to be in this research 
study. You authorize the use and disclosure of your health information to the parties listed in the 
authorization section of this consent for the purposes described above. 
Do not sign this consent form unless you have had a chance to ask questions and have received 
satisfactory answers. 
If you agree to be in this study, you will receive a signed and dated copy of this consent form for your 
records. 
 
By signing this consent form, I have not given up any of my legal rights. 
 
 
IF YOU DO NOT AGREE WITH THE STATEMENT ABOVE, 
YOU SHOULD NOT SIGN THIS INFORMED CONSENT DOCUMENT. 
 
 
 
__________________________________________ 
Printed Name of Participant 
 
 
__________________________________________ _____/_____/_____  
Signature of Participant                                                         Date  
 
 
__________________________________________ 
Printed Name of Person Explaining Informed Consent Document 
 
 
__________________________________________ _____/_____/_____  
Signature of Person Explaining Informed Consent Document       Date  
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EXPERIMENTAL SUBJECT’S BILL OF RIGHTS 
 
THIS INFORMATION IS REQUIRED FOR SUBJECTS IN THE STATE OF CALIFORNIA 
 
Please read and keep this document for future reference. Although study personnel may be available to 
answer study related questions, those pertaining to subject rights listed below should be addressed to 
Dr. Sherry Thomas. 
 
What are your rights as a research subject? 
1. Be informed of the nature and purpose of the experiment. 
2. Be given an explanation of the procedures to be followed in the medical experiment, and any drug 
or device to be utilized. 
3. Be given a description of any attendant discomforts and risks reasonably to be expected from the 
experiment. 
4. Be given an explanation of any benefits to the subject reasonably to be expected from the 
experiment, if applicable. 
5. Be given a disclosure of any appropriate alternative procedures, drugs or devices that might be 
advantageous to the subject, and their relative risks and benefits. 
6. Be informed of the avenues of medical treatment, if any, available to the subject after the 
experiment if complications should arise. 
7. Be given an opportunity to ask any questions concerning the experiment or the procedures involved. 
8. Be instructed that consent to participate in the medical experiment may be withdrawn at any time 
and the subject may discontinue participation in the medical experiment without prejudice. 
9. Be given a copy of the signed and dated written consent form as provided for by Section 24173 or 
24178. 
10. Be given the opportunity to decide to consent or not to consent to a medical experiment without the 
intervention of any element of force, fraud, deceit, duress, coercion, or undue influence on the subject's 
decision. 
 
AS REQUIRED BY CALIFORNIA STATE LAW, PLEASE SIGN AND DATE THIS 
DOCUMENT 
 
 
 
 
_________________________________________ _____/_____/_____  
Signature of Participant                                                         Date 
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APPENDIX D: PHOTO CONSENT FORM  
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PHOTOGRAPHY AND VIDEO CONSENT 
 
 
 
SURGICAL DOCUMENTATION   
______I  have  given  ________________________  and  his  Staff  full  consent  to  take  photographs  or  videos  of  
my  surgical procedure.    This includes Pre-Op, Intra-Op, and Post-Op time periods. I understand that the photographs 
are strictly for  documenting  the  procedure  and  evaluating  the  results  of  the  procedure.      I  understand  that  the  
digital  photographs  will  be stored  securely  on  ________________________  computers  and  charts  with  full  
HIPPA  Regulations  followed.         
  
 
EDUCATIONAL AND MARKETING USES  
 _____I give Dr.  _____________  and  Intragen RF probe  (Sponsor)  full  consent  to  use  my  photographs  
 or  videos for educational  and  marketing  purposes  (various  media  outlets  such  as  print,  CD/DVD,  or  internet)  
in  an  anonymous  manner  and with  complete  confidentiality.    There  will  be  no  identifying  marks  seen  or  
portrayed  unless  approved  by  me.       
  

 
______I  decline  to  have  my  photographs  or  videos  used  for  educational  or  marketing  purposes.       
       
  
 
__________________________________________________            ______/_______/______________                
Signature                                                                                                    Date 
    
___________________________________________________ 
Print Name          
 

 
 __________________________________________________          ______/______/_______________ 
Witness                                                                                                    Date 
 
 
 

 
 
 
 
 
 
 
 


