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SCLEROTHERAPY CONSENT
Patient Name:










I understand that I have been advised to undergo sclerotherapy as one of several theoretical treatment options for venous insufficiency. Other alternative or complementary vein treatments, including no treatment, surgery, EVLT / laser, RF ablation, Clarivein ®, ambulatory phlebectomy, and/or external laser have been discussed with me. Sclerotherapy for surface veins involves injection of sclerosant chemicals with small needles; ultrasound guided sclerotherapy entails injecting sclerosant into veins under the skin using ultrasound to guide injections with needles or through catheters placed in the vein. I understand that the goal of treatment is improved circulation and to feel (and often look) better, and that the vast majority of patients will have a significant clearing of the veins with at least good improvement. There is no guarantee, however, that it will be effective in every case. Effectiveness is 70-80% in general (clearing or lightening of veins). It is very rare for a patient’s vein condition to worsen because of treatment. I understand that several treatments may be necessary, and that several different treatment types may be advised in my case. I understand that my treatment plan will be adjusted as necessary to meet the needs of my particular situation and problem. I understand that treatment includes:
Medications:
Treatment involves injection of sclerosing medications into the veins to be treated, causing an inflammatory reaction that makes the veins close and disappear gradually over a few weeks to a few months. The agents used in this practice are either Sodium Tetradecyl Sulfate or Polidocanol, which are FDA approved (many alternative agents are not FDA approved). They have been used for decades and have been deemed by our clinicians to provide the best balance of safety and efficacy. We always use (expensive) brand name sclerosants, and never use cheap compounded versions mixed together in pharmacies from generic raw materials. Foamed sclerosant is often used because it is much more effective than the liquid form; some side effects are somewhat higher, however. Foam is widely used and advised in guidelines, but has never been FDA approved. Injection of sclerosant into surface small veins may sting for 20-30 seconds or cause a slight cramp. 
Compression Stockings: Prescription strength compression hose & walking will enhance the results of treatment and reduce potential side effects. 
Appointments are usually 30 minutes, including prep time & stockings placement. Treatments are one or more weeks apart. I understand the need for close followup visits and, if advised, ultrasound examinations, as well as compression stockings.
Most patients do not notice any difference in treated veins until after the second treatment session. In many cases the first treatment sensitizes the veins, and the second treatment closes them down in a noticeable way. 
Treatment estimates are designed to give a typical patients about 70-80% clearing or lightening of veins (the average response to treatment) in areas for which treatment is planned. It is difficult to predict the number of treatments needed to clear or improve the condition. Most areas will require between three to five treatments to fade, over a period of several months. Improvement is usually seen over a period of months, not weeks. In each treatment session, multiple areas can be treated, reducing the total number of sessions required. The total number of sessions needed depends on the amount and severity of the veins, with severe cases requiring as many as ten or more. 
I understand that I am ultimately responsible for my own medical bills, even if I have medical insurance. While the practice makes every good faith effort to secure insurance coverage for all procedures performed, I understand that even a preauthorization or precertification is not a guarantee of insurance payment. I understand that should my insurance company decline to cover any or all of the services rendered, I am personally responsible for payment (whether or not he treatments are successful) and I agree to make payment in full promptly (or at the time of each service, if so requested). I understand and agree that there is a $200 charge for failure to cancel appointments within 24 hours of appointment time. I understand that I should NOT undergo this or any other vein treatment procedure if I am pregnant or breast feeding. I understand I should inform the physician or his agents or associates immediately if I am or have reason to believe I may be pregnant. I also realize that patients with unrealistic expectations of treatment should not undergo any vein treatment procedures (except for compression stockings). I will inform the physician or his agents or associates if I have a history of a hole in the heart, other congenital heart disease, allergy to lidocaine or local anesthetics, or a history of blood clots in myself or in my family.  

I understand that any of the following side effects may occur:

Related to passage of the catheter (if needed) – bleeding, infection, scar at the skin entry site(s), vein perforation, bruising, pain, tightening sensation, or leg/ ankle swelling.
Allergic reactions to Adhesive Tape, Antiseptics, or Compression Stockings – these are general mild and transient, though blisters can form.

Hyperpigmentation / Staining – Usually caused by iron from your own blood being deposited in the skin. It almost always fades away with time, but may take 6-12 months to fade in patients with light skin, or even longer in patients with darker skin. In rare cases, staining may be permanent. Sun / tanning avoidance for 3 wks. is advised.
Bleeding / Infection / Bruising – this risk exists with every procedure that breaks the skin, even with simple injections or blood draws. Bruises will resolve in days.
Inflammation / Phlebitis and Trapped Blood – Mild tenderness and/or slight swelling in treated veins may last a few days to a few weeks in some cases. Most patients do not require any treatment for this, but you may use ibuoprofen, naproxen, or similar anti-inflammatory medications if you have no medical reasons to avoid these medications. Trapped blood is an uncommon problem that occurs when a small amount of blood stays within a closed segment of the treated vein and cannot escape. It feels like a firm, tender bump in the treated vein. Trapped blood resolves by itself in a few weeks or months, but we sometimes use a tiny needle to remove the trapped blood.

Telangiectatic Matting – A blush or flush, due to temporary enlargement of tniy capillaries, that may occur in a treated area in less than 10% of patients. 90% of matting fades away over 2 months. The more you wear your hose and stay active, the faster it will resolve. External laser treatment is also effective for matting.

Allergic Reaction to Sclerosant or Lidocaine – There is a very remote possibility of a serious allergic reaction to the sclerosant or anesthetic medication. Severe or fatal reactions are very rare (handful of cases out of tens of millions of doses over decades worldwide). Temporary allergic reactions can include hives, tingling, a brief feeling of shortness of breath, or flushing. If you have a reaction, we will treat it and use a different medication in the future. 

Blood Clots – Sclerotherapy may cause a small (one of a few hundred) risk of causing blood clots in leg veins, which can cause complications of thrombosis, pulmonary embolism, and even death. Blood clots can also occur spontaneously in abnormal veins not treated – a known risk of variocose veins. This small potential risk is reduced by wearing compression stockings that are designed to prevent clots, and by keeping our patients active after treatment, thereby keeping blood flowing naturally in the legs.

Ulcers – A sore caused by sclerosant irritating or breaking down the skin. This is a rare problem. It will heal completely, but may leave a scar. 

Arterial Injection – Extreme care is taken to avoid accidental injection of sclerosant into a small artery. In the rare event this occurs despite all appropriate precautions and care, there is a significant danger of tissue destruction and even loss of limb. Immediate transfer to a hospital for aggressive therapy, vascular surgery consultation, and observation and/or treatment would be done in such rare cases.

Temporary Visual Loss, Blurred Vision, or Migraine Headache – is apparently due to small amounts of air or other material, or a chemical named ‘endothelin’ released from vein walls, traveling through the veins to the brain in some susceptible patients; more common with foam sclerotherapy. These episodes are frightening but resolve quickly and are not dangerous. Frequency is approximately 1%. Stroke or ministroke (TIA) are very rare possibilities (approx. 1 out of 10,000 treatments).
Test Dose - I am aware that the manufacturer of the medication Sotradecol ® recommends an initial treatment or test using a small dose in order to rule out an allergy to the medication. I understand that the risk of anaphylaxic and anaphylactoid reactions (a serious allergic reaction involving a drop in blood pressure and wheezing that is potentially fatal) is very small, but it is not zero. It has also been explained to me that a test dose can act as a sensitizing dose increasing my chances of an anaphylactic reaction on subsequent visits. It has also been explained to me that a small dose (i.e. test) may not trigger an anaphylactoid reaction, but a larger dose (i.e. treatment) might. 
I hereby give my consent to forgo this minor treatment or test and proceed directly to the use of Sotradecol (or Asclera ®) in whatever dose my practitioner advises.

Loss of Vein Material for Heart Bypass Surgery – this is mainly theoretically and very unlikely to be a real health issue. Veins are often used for heart bypass and so if we close long lengths of vein (which is usually done completely), esp. on both legs, a potential future heart surgeon would have to use arteries, which are plentifully available in other parts of the body, and are much better to use than veins anyway. Finally, it is not a good idea for surgeons to put abnormally functioning, ‘sick’ veins that we are treating onto the heart anyway !  So this typically becomes a non-issue.

Dry Cough – temporary; this may be due to small amounts of air/other material (or endothelin) traveling through veins to the lungs. There is no evidence of lung damage.

Fainting – Can occur with the sight of blood during even the slightest medical or dental procedure, or with any blood draw or injection (sight of needles, sensation of injection). Not dangerous, with recovery occurring in seconds. 

Recurrence of Veins / Lack of Improvement – Veins that are treated completely will be gone forever, but most patients have a natural tendency to develop more abnormal veins, and such new abnormal veins can always appear in the future. Vein appearance or symptoms may not improve. Even though the great majority of patients are satisfied with their results, there is no guarantee I will be satisfied with the results after treatment. 

The risks and benefits of treatment have been explained to me and discussed with me  in a way that I can understand fully. I also understand that I have been directed not to sign this form unless all of my questions have been answered and explained to my satisfaction.  By signing, I acknowledge that I have no further questions and consent to proceed with the sclerotherapy procedure. I understand that medicine is not an exact science and that there are no guarantees of either results or freedom from any side effect in medicine. I also understand and it has been explained to me that there may be other treatment options, including the option to do nothing. I have read and understand this consent document, and my questions have been answered to my satisfaction. I consent to the taking of photographs (protected by confidentiality laws related to medical records), taken in order to document my underlying condition and response to treatment. I consent to the use of these photographs, ultrasound images, or other medical information for educational or scientific purposes (my confidentiality will always be ensured). I understand and fully accept the terms of this consent form.

Patient Signature:






   Date:



Witness:







   Date:



