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ValayzaTM Informed Consent Agreement 2018 
 
Patient Name:  _________________________________  Date:  _________________________________  
DOB:  ________________________________________  
Introduction 
The following is an informed consent document. Please read it carefully. It does not take the place of a 
conversation with the doctor regarding this proposed procedure. This document is intended to help provide 
information that a patient needs to have to make an informed decision about a particular medical 
procedure, in this case, the ValayzaTM Procedure (vaginal laser using the Mona Lisa Touch device). 
Full Disclosure 
Please carefully read the following paragraphs regarding concerns voiced by the FDA and by ACOG 
(American College of Ob/Gyn) as well as our own response. Copies of the complete articles are available 
upon request.  
Risks of the procedure – FDA Issues Safety Alert and Press Release1 
Risks from this procedure have been reported. On July 30, 2018, the FDA issued a “Safety Alert2” on the 
use of a vaginal laser for “vaginal rejuvenation” or for treatment of menopausal-related vaginal conditions. 
They warned that they “found numerous cases of vaginal burns, scarring, pain during sexual intercourse, 
and recurring or chronic pain” but they do not report the percentages of these risks.  
They state that “the FDA has cleared or approved laser and energy-based devices for the treatment of 
serious conditions like the destruction of abnormal or pre-cancerous cervical or vaginal tissue, as well as 
condylomas (genital warts). But the safety and effectiveness of these devices hasn’t been evaluated or 
confirmed by the FDA for “vaginal rejuvenation.” Therefore, the vaginal laser is deemed safe by the FDA for 
other vaginal conditions but is not specifically approved by the FDA for the treatment of post-
menopausal vaginal atrophy. 
The FDA stated that “The deceptive marketing of unproven treatments may not only cause injuries but may 
also keep some patients from accessing appropriate, recognized therapies to treat severe medical 
conditions. These products may be particularly appealing to women who may not be candidates for certain 
FDA-approved treatments to relieve vaginal dryness, and thus are seeking alternative, nonhormonal 
options. Women considering treatment for vaginal symptoms should speak to their doctor about the 
potential and known benefits and risks of all available treatment options.” 
The FDA has not banned the vaginal laser for treatment of post-menopausal vaginal atrophy. They are 
focusing on the “deceptive marketing” of the laser by the laser manufacturers who are implying that the 
laser is “approved” for this type of treatment which it isn’t. The FDA specifically requests that patients speak 
to their doctor about risks, benefits and all available treatment options and we agree completely with this. 
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Here is an excerpt from a letter we received from Hologic , the owner of CynoSure which is the US 
distributor of the Mona Lisa Touch Laser: “The letter received by Hologic did not question the safety of the 
device but did question some of the claims located on our website and whether our existing 510(k) 
clearances adequately include those claims.” 

Initials indicate this was read and understood __________ 
American College of Ob/Gyn Position Statement (ACOG)  
Here are excerpts from the ACOG Position Statement3: 
“The purpose of this Position Statement is to advise obstetrician–gynecologists and patients that this 
technology is, in fact, neither approved nor cleared by the FDA for the specific indication of treating 
vulvovaginal atrophy.  Although initial data indicate potential utility, additional data clearly are needed to 
further assess the efficacy and safety of this procedure in treating vulvovaginal atrophy, particularly for 
long-term benefit.” 
“It is critical that patients are provided with accurate information regarding the efficacy and safety of 
treatment options, particularly when considering emerging technology. One component of this information 
is an accurate description of the FDA’s clearance or approval terminology. Obstetrician–gynecologists have 
an ethical responsibility to provide accurate and current information to patients in order for them to be fully 
engaged in the informed decision-making process.” 
WE AGREE 100% WITH THE ACOG STATEMENT. 

Initials indicate this was read and understood __________ 
Fair Oaks Women’s Health Statement  
We have published on our web site our comments about the FDA warnings4. We feel strongly that this 
procedure is safe and effective for the treatment of post-menopausal vaginal atrophy. Numerous published 
peer-reviewed articles have shown this to be true. There is no such thing as a risk-free treatment and this is 
as true for vaginal laser as it is for other medical treatments and procedures. Because this is not an FDA 
approved treatment, it is referred to as an off-label treatment. Patients have the right to make their own 
decisions after being properly informed about the nature of the proposed treatment, and the risks, benefits, 
side effects and alternatives.  

Initials indicate this was read and understood __________ 
Explanation of the Procedure 
The ValayzaTM Procedure involves the use of an intravaginal laser called the MonaLisa TouchTM. Numerous 
peer-reviewed studies have shown this procedure to be a safe and effective treatment for vaginal atrophy, 
a condition that can cause vaginal dryness, burning, itching, discomfort, urinary urgency and painful 
intercourse. 
After a vaginal examination and preparation, a special wand, similar to what is used for a vaginal 
ultrasound, is inserted into the vagina. The procedure is performed by either a gyn physician or an RN 
trained and certified to perform the procedure. Eye protection devices will be used.  
Once the wand is in place, brief laser pulses are created which cause a brief flash of light and heat inside 
the vagina. There might be a tingling sensation inside the vagina which gets a little stronger near the 
vaginal opening, and there might be small puffs of air felt inside the vagina during the procedure. There 
may be an odor of heated tissue. 
The wand is pulled a short distance out and the pulses are repeated. This continues until the length of the 
vagina has been treated, then the wand is removed. The treatment generally lasts just a few minutes. 
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Benefits of the ValayzaTM Procedure – the three R’s (renew, restore, revive !) 
The laser causes thermal stimulation and microscopic tissue damage to the vaginal walls (the vaginal 
mucosa or mucous membrane). The body responds to this with a significant healing reaction. This healing 
reaction thickens and renews the vaginal wall. The thicker vaginal wall helps restore the vagina to a moist, 
lubricated, pre-menopausal state, without the use of estrogen. Three treatments are advised for optimal 
benefit and then one treatment about every 12 months to maintain. Women should be prepared to 
experience increased vaginal sensation and pleasure during sex following each treatment.  Vaginal 
lubrication may improve and orgasms may become more intense (revive your sex life!) 
Side Effects 
Side effects include a feeling of heat or warmth during and after the procedure which at times can be 
uncomfortable and normally is brief, but can last a few days or more. There might be some watery vaginal 
discharge or light spotting as part of the healing response, but heavy bleeding is not expected. Sex should 
be abstained from for about 2-3 days after the treatment, and do not use tampons during this time as well. 

Initials indicate this was read and understood __________ 
Call the doctor if: 
As with any medical procedure, there is no guarantee as to the results, and possible complications can 
occur. Therefore, if you experience fever (higher than 100.5 degrees), severe vaginal pain, moderate 
vaginal bleeding (more than staining or spotting) or a foul smelling vaginal discharge, please call the 
doctor’s office immediately. 

Initials indicate this was read and understood __________ 
After-care Instructions 
I have received the handout describing aftercare instructions. I have reviewed these instructions and plan 
to follow them. 

Initials indicate this was read and understood __________ 
Consent for Procedure and Treatment: 
I have read all the above information and I understand it. I understand what the FDA’s concerns are. I am 
aware that using the vaginal laser to treat vaginal atrophy is considered off-label. All my questions have 
been answered to my satisfaction. By signing below, I consent to having a ValayzaTM Procedure and I 
consent to this and all future ValayzaTM Procedures. I may cancel my consent in writing at any time.  
I have been informed that I might experience one or more of the complications and/or side effects listed 
above under the Risks section. I understand the risks and benefits of the ValayzaTM Procedure and I 
accept these risks. I agree to follow all the aftercare instructions and to call the doctor right away if I 
experience any of the problems mentioned above or if I experience any unusual symptoms that might be 
related to having done this procedure. 
I understand that there is no guarantee regarding the results or outcome of the ValayzaTM Procedure. 
 
Patient Name:  ________________________________________________________________________  
 
Patient Signature:  _____________________________________  Date Signed:  ____________________  
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