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 INTRODUCTION

This brochure provides information to help you decide whether or not to have the Enteryx procedure for the treatment of your Gastroesophageal Reflux Disease (GERD). For many people relief of GERD symptoms can be accomplished by changes in diet and/or use of medications.  The drugs available to manage GERD symptoms include proton pump inhibitors (PPIs), such as Prilosec® and Prevacid® and H2 receptor antagonists, such as Pepcid®, Tagamet®, and Zantac®.  Some people may not wish to be on drug therapy for a lifetime, which is why medical procedures are appealing.  There are also other procedures for treating GERD, including antireflux surgery.  The advantage of Enteryx is that it is a minimally invasive alternative to life-long drug use or anti-reflux surgery procedures for treating GERD and can be performed on an outpatient basis.

Please read this brochure carefully and discuss the information with your physician and his or her staff.  Only your physician can determine if you are a suitable candidate for the Enteryx procedure.  However, you are the only one who can decide whether this procedure is right for you.  The information in this brochure should help you make your decision.  You should discuss your decision with your physician and make sure that all of your questions have been answered to your satisfaction before proceeding with the procedure. 

WHAT IS GERD?

GERD is an abbreviation for Gastroesophageal Reflux Disease.  GERD symptoms occur when a small valve between the stomach and esophagus does not function properly.  The valve sometimes opens when it should not, allowing digestive fluids and stomach acid to “back up” from the stomach into the esophagus.  This acid can irritate and sometimes damage the delicate lining on the inside of the esophagus, leading to symptoms such as frequent heartburn or a bitter taste in the mouth.  GERD affects an estimated 14 million Americans.  Nearly 50% of Americans experience heartburn once a month and nearly 10% experience it daily.  Frequent or severe heartburn may be diagnosed by your physician as GERD.

WHAT ARE THE SYMPTOMS OF GERD?

Although heartburn is the most common symptom of GERD, many people have occasional heartburn, but do not have acid reflux disease.  The difference is that with acid reflux disease, heartburn occurs persistently, as frequently as two or more days a week, and is severe enough to disrupt a person’s life and activities.  It can even interrupt your sleep.

All acid reflux disease sufferers do not have the same symptoms, but many experience some or all of the following:

· Persistent heartburn (the most common symptom, a rising, burning sensation in the chest)

· Sour or bitter taste from regurgitation of stomach contents

· Difficult or painful swallowing

· Choking episodes at night

· Asthma

· Chronic sore throat

· Chronic cough

· Chest pain*

· Laryngitis

Some people experience a worsening of symptoms after eating, or when bending over or lying down.  If you have any of these symptoms, it is important to talk to your health care professional for a proper diagnosis.  


WHAT CAUSES GERD SYMPTOMS?

The esophagus is the tube that carries food from the mouth to the stomach.  In the lower part of the esophagus, near where it connects with the stomach, is a muscular ring called the lower esophageal sphincter (LES).  The LES acts as a valve that allows food to pass into the stomach, but does not allow stomach acid to pass back into the esophagus. 

In people with GERD, the LES relaxes more than it should and/or at inappropriate times, allowing gastric fluids containing harsh acid to back up from the stomach into the esophagus.  Unlike the stomach, your esophagus has no natural protection against these gastric fluids.  When these fluids make contact with the esophagus, heartburn or other acid reflux disease symptoms can occur.  This can lead to damage to the esophagus.  

Chronic exposure to stomach acid, enzymes, and bile causes irritation of the esophagus that can result in inflammation or ulceration.  In severe cases, damage leads to scar-tissue buildup, causing a narrowing in the esophagus that results in difficulty or pain when swallowing.  As many as 10% of GERD patients develop Barrett’s esophagus, a condition that may lead to cancer of the esophagus.

Acid reflux disease symptoms can occur at any time, but occur typically after meals, especially when reclining after a large meal.  Many people get heartburn sometimes, but they do not suffer the way acid reflux disease sufferers do.  Only your physician can diagnose your condition properly.
Food Triggers & Tips

Although some foods may make your symptoms worse, they are not the cause of GERD.  Nevertheless, it may be helpful to identify and avoid your food triggers.  You can keep track of what foods aggravate your symptoms by using a food diary to record what you eat.  If you notice symptoms after eating certain foods, chances are those foods aggravate your particular condition.  Therefore, it is best to limit or avoid these foods and drinks.  Some of the most common aggravators include:

	· Fatty foods
	· Carbonated beverages

	· Onion
	· Tomato

	· Coffee (decaf or regular)
	· Pepper/ spices

	· Citrus
	· Chocolate

	· Peppermint
	· Alcohol


Smoking may aggravate symptoms in some people.

Another suggestion is to avoid lying down within 3 hours of eating.  When you lie down within 3 hours of eating, acid that is working to digest your food may travel into your esophagus, causing heartburn.  To avoid this problem, plan an early dinner and do not snack within 3 hours of your bedtime.  

If you suffer from heartburn at nighttime, try elevating the head of your bed 6 inches.  Keeping your torso in an upright position while sleeping may help to keep gastric juices from rising up into your esophagus.

Some people find it helpful to maintain a food diary.  For at least a week, write down when you eat, what you eat, and when you experience symptoms.  This information can help you and your physician plan changes in your diet.  

How does the Enteryx Procedure Work?

The Enteryx procedure is an alternative treatment to medication or antireflux surgery for GERD.   The Enteryx procedure is a minimally invasive treatment option, performed on an outpatient basis.  Enteryx is a liquid material that is injected into the muscle of the lower esophageal sphincter (LES), through an endoscope (a tube used to look at the esophagus and stomach).  The liquid material forms a soft, spongy permanent implant within the sphincter muscle.  Enteryx is designed to help the LES be more effective in blocking off acid and food reflux from the stomach to the esophagus by reinforcing the valve so that it stays closed when it needs to be closed.  

AM I A GOOD CANDIDATE FOR the ENTERYX procedure?

Candidates for the Enteryx procedure must meet the following criteria:

· Have a history of heartburn, regurgitation, or both;
· Have a confirmed diagnosis of gastroesophageal reflux disease;

· Be informed of the risks and benefits compared with other available treatment options; and

· Be willing to sign an informed consent form, if requested by your physician.

The Enteryx procedure may not be appropriate for individuals with unrealistic expectations. Patients who expect perfect results may be poor candidates.  As with any procedure, the Enteryx procedure does not guarantee perfect results. 
What to Expect During & After The procedure

Can I go home the same day as the treatment?

The Enteryx procedure is performed on an outpatient basis, so you can go home the same day.  The procedure typically takes less than one hour.  After the procedure you will be released after approximately one to two hours.  You will need to arrange for someone to drive you home.

What will happen during my treatment?

On the day of the procedure, you will receive anesthesia to make you more relaxed and comfortable during the procedure.   You may also receive medication to prevent infection (antibiotics).  When the treatment begins, an endoscope will be placed through your mouth into your esophagus.  An endoscope is a flexible tube that allows the surgeon to look at the walls of your esophagus and stomach.  Your surgeon will insert a small tube with a needle on the tip through the endoscope.

The needle will be placed into the muscle at several locations around the LES and the Enteryx material will be injected at each location.  The Enteryx material reinforces the LES muscle and thereby eliminates or reduces abnormal reflux of stomach acid and food into the esophagus. 
What can I expect after the procedure?

Your doctor may prescribe medication for any pain that you have after the procedure.  You may notice a garlic-type smell on your breath after the procedure.  This is normal and should go away in a few days.  You will be placed back on your regular medication for 10 days after the procedure, after which time you should be able to discontinue this medication.  For the first several days after the procedure, you should only eat bland, non-spicy and soft foods.  Contact your physician if you experience any complication that bothers you or lasts more than a week. 

What should I know before I decide to be treated?

There are several things to think about before making the decision to be treated with Enteryx.  They are classified as contraindications (risk greater than benefit); precautions (situations which involve special attention); and adverse events (conditions that are associated with the use of Enteryx).

will my gerd impROve after the enteryx Treatment?

Following treatment with Enteryx, most patients were able to eliminate or significantly reduce the use of medication therapy for GERD symptoms, including heartburn and regurgitation.  Some patients reported that after the procedure, they were able to eat foods and drink beverages that had previously triggered their GERD symptoms.  

Contraindications

You should NOT have the Enteryx procedure if you have a liver disease known as portal hypertension.
PRECAUTIONS

The safety and effectiveness of the Enteryx procedure has not been established in patients with Barrett’s epithelium, scleroderma, esophageal motility disorders, esophageal or gastric cancer, large hiatal hernias, prior gastric or GERD surgery, persistent high grade esophagitis, esophageal or gastric varices, gross obesity, or immune suppressant therapy.  You should tell your doctor if you are pregnant or breastfeeding.

ADVERSE EVENTS

Nine out of 10 patients experienced pain following the procedure.  This pain was successfully treated with oral pain medication.   Some patients experienced difficulty swallowing (2 out of 10), however this generally went away without treatment.  Approximately 1 out of 10 patients had a fever for a few days following the procedure.  Belching/burping, bloating, flatulence, rib pain, or flu syndrome were also reported occasionally.  Complications that may occur after any therapeutic endoscopy procedure include sore throat, nausea/vomiting, shoulder pain, dry mouth, anxiety or breast pain. You may notice a garlic-type smell on your breath after the procedure.  This is normal and should go away in a few days.  Contact your physician if you experience any complication that bothers you or lasts more than a week. 

 GLOSSARY

Adverse event:  an undesirable event reasonably associated with the use of a device.
Antireflux surgery: surgical repair of the valve between the esophagus and the stomach.

Barrett’s esophagus: the transformation of normal esophageal cells into abnormal cells. 
Contraindications:  alerts the user to situations where the product should not be used because the risk of using the product outweighs the benefits.

Endoscope: a flexible tube and optical system for observing the inside of a hollow organ or cavity.  

Esophagus: the muscular tube that carries swallowed foods and liquids to the stomach.

Gastroesophageal reflux disease (GERD): backflow of acid from the stomach into the

esophagus (reflux) that is frequent or severe enough to cause more significant problems and to be considered a disease or clinical condition.
H2 receptor antagonists: a type of drug to manage the symptoms of GERD by decreasing or eliminating the production of gastric acid.

Hiatal hernia: the protrusion of the stomach upward into the chest cavity. 

Heartburn: a burning sensation in the retrosternal area caused by reflux of acid contents of the stomach into the lower esophagus. 

Lower esophageal sphincter (LES): a valve located at the junction of the esophagus and stomach, that relaxes to permit passage of food, and contracts to prevent backup of stomach contents.

Portal hypertension: increased blood pressure in the portal vein, caused by an obstruction of the flow of the portal vein in the liver.

Precaution:  alerts the user to exercise special care necessary for the safe and effective use of the product.

Proton pump inhibitors (PPIs): a type of drug to manage the symptoms of GERD by decreasing or eliminating the production of gastric acid.

Scleroderma: a chronic, autoimmune disease of the connective tissue. 

This brochure is designed to help you and your physician decide whether or not to have the Enteryx™ procedure for treatment of GERD.  Please read this entire brochure and discuss it thoroughly with your physician, so that all of your questions have been answered before you agree to the procedure.








*Although chest pain can be a symptom of acid reflux disease, it can also be a sign of heart disease.  





If you experience chest pain, see a physician immediately.
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