Esophageal Institute of Atlanta C. Daniel Smith, MD
2045 Peachtree Road NE, Suite 310
Atlanta, GA 30309

Please complete the following survey to indicate the severity of your GERD symptoms.

You can complete this form on your computer, save the completed form and return as an
email attachment, or print the form, complete and scan and reuturn via email as
attachement, or mail to Esophageal Institute of Atlanta.

Please indicate below your GERD medication usage:
Name(s) of last GERD medication(s) used:

Dosage(s) of GERD medications:
Date of last dose of GERD medication(s):

| GERD-HRQL Questionnaire

PLEASE CHECK THE NUMBER THAT BEST REFLECTS YOUR SYMPTOMS USING THE SCORING SCALE PROVIDED BELOW.
CHECK ONLY ONE BOX FOR EACH QUESTION.

Scoring Scale
0 = No symptoms 3 = Symptoms bothersome every day
1 = Symptoms noticeable but not bothersome 4 = Symptoms affect daily activities
2 = Symptoms noticeable and bothersome but not 5 = Symptoms are incapacitating, unable to do
every day activities

1. How bad is your heartburn? [Jo mE ]2 3 []4 15
2. Heartburn when lying down? [Jo 1 12 13 14 5
3. Heartburn when standing up? [Jo mE ]2 13 []4 15
4. Heartburn after meals? [Jo mE ]2 [13 []4 15
5. Does heartburn change your diet? [Jo 1 12 13 14 15
6. Does heartburn wake you from sleep? o mE 2 3 4 5
7. Do you have difficulty swallowing? [Jo mE []2 [13 [J4 15
8. Do you have bloating or gassy feelings? [Jo mE [12 13 4 5
9. Do you have pain with swallowing? [Jo mE ]2 [13 4 5
10. If you take medication, does this affect your

daily life? Do | Ot 012 Os | O4 | Os

GERD-HRQL Total

11. How satisfied are you with your present Satisfied Neutral Dissatisfied

condition?
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	1. SYSTEM DESCRIPTION
	2. INDICATION FOR USE
	3. CONTRAINDICATIONS
	3.1. Do not implant the LINX® Reflux Management System in patients with suspected or known allergies to titanium, stainless steel, nickel, or ferrous materials.

	4. WARNINGS
	4.1. The device is to be placed around the esophagus including the anterior and excluding the posterior vagus nerve bundle. The device should never be placed outside both vagus nerve bundles.
	4.2. The LINX® Implant is considered MR Unsafe.  After implantation, the patient should not be exposed to an MRI environment.  The MRI environment could cause serious injury to the patient and/or interfere with the magnetic strength and the function of the device.  A recommendation should be made to patients receiving the LINX® device to register their implant with the MedicAlert Foundation (www.medicalert.org) or equivalent organization.  In the event alternative diagnostic procedures can not be used and MRI is required, the LINX device can be safely removed utilizing a laparoscopic technique that does not compromise the option for traditional anti-reflux procedures.
	4.3. Failure to secure the LINX® device properly may result in its subsequent displacement and necessitate a second operation.
	4.4. Laparoscopic placement of the LINX® Reflux Management System is major surgery and death can occur.
	4.5. The device should not be exposed to temperatures above 100°C (212°F) as this could adversely affect the magnets and the function of the device.

	5. PRECAUTIONS
	5.1. Implantation of the device should only be performed by a surgeon who has experience in laparoscopic anti-reflux procedures and has received product specific training.
	5.2. It is the responsibility of the surgeon to advise the patient of the known risks and complications associated with the surgical procedure and implant.
	5.3. The sterile package and device should be inspected prior to use.  If sterility or performance of the device is suspect or compromised, it should not be used.
	5.4. The device is intended for single use only.  Do NOT re-sterilize the device.  Functionality and sterility of the device can not be assured if re-used.
	5.5. The device is magnetic and will be attracted to ferrous objects in the surgical field and other surgical instruments that are ferromagnetic.
	5.6. The LINX® device has not been evaluated in patients with a hiatal hernia larger than 3 cm.  Use of LINX® device in patients with a hiatal hernia larger than 3cm should be considered on the basis of each patient’s medical history and severity of symptoms.
	5.7. Patients should be advised that the LINX® Reflux Management System is a long-term implant.  Explant (removal) and replacement surgery may be indicated at any time.  Medical management of adverse reactions may include explantation and/or replacement.  
	5.8. The safety and effectiveness of the LINX® device has not been evaluated in patients with Barrett's esophagus or Grade C or D (LA classification) esophagitis.
	5.9. The safety and effectiveness of the LINX® device has not been evaluated in patients with electrical implants such as pacemakers and defibrillators, or other metallic, abdominal implants.
	5.10. The safety and effectiveness of the LINX® device has not been evaluated in patients with major motility disorders.
	5.11. The safety and effectiveness of the LINX® Reflux Management System has not been established for the following conditions:
	 Scleroderma
	 Suspected or confirmed esophageal or gastric cancer
	 Prior esophageal or gastric surgery or endoscopic intervention
	 Distal esophageal motility less than 35 mmHg peristaltic amplitude on wet swallows or <70% (propulsive) peristaltic sequences or a known motility disorder such as Achalasia, Nutcracker Esophagus, and Diffuse Esophageal Spasm or Hypertensive LES.
	 Symptoms of dysphagia more than once per week within the last 3 months.
	 Esophageal stricture or gross esophageal anatomic abnormalities (Schatzki’s ring, obstructive lesions, etc.).
	 Esophageal or gastric varices.
	 Lactating, pregnant or plan to become pregnant.
	 Morbid obesity (BMI >35).
	 Age < 21

	6. ADVERSE EVENTS
	6.1. Adverse events that may result from use of the LINX® Reflux Management System are both those commonly associated with general surgical procedures as well as those associated with the device specifically.  
	6.2. Potential adverse events associated with laparoscopic surgery and anesthesia include adverse reaction to anesthesia (headache, muscle pain, nausea), anaphylaxis, cardiac arrest, death, diarrhea, fever, hypotension, hypoxemia, infection, myocardial infarction, perforation, pneumonia, pulmonary embolism, respiratory distress, and thrombophlebitis.  Other risks reported after anti-reflux surgery procedures include bloating, nausea, dysphagia, odynophagia, retching, and vomiting. 
	6.3. Potential risks associated specifically with the LINX® Reflux Management System include achalasia, bleeding, death, decreased appetite, device erosion, device explant/re-operation, device failure, device migration (device does not appear to be at implant site), diarrhea, dysphagia, early satiety, esophageal spasms, flatulence, food impaction, hiccups, inability to belch or vomit, increased belching, infection, impaired gastric motility, injury to the esophagus, spleen, or stomach, nausea, odynophagia, organ damage caused by device migration, pain, peritonitis, pneumothorax, regurgitation, stomach bloating, vomiting, weight loss, and worsening of preoperative symptoms (including but not limited to dysphagia or heartburn).
	6.4. The LINX® Reflux Management System is intended to be a long-term implant, and may need to be either explanted or replaced.
	6.5. Following are summary safety results from the pivotal clinical study:

	7. CLINICAL STUDIES
	8. DIRECTIONS FOR USE
	8.1. Surgical Access
	8.1.1. Gain surgical access through a laparoscopic port to the esophagus at the region of the gastroesophageal junction.
	8.1.2. Dissect the soft tissues away from the outside of the esophagus at the location of the gastroesophageal junction.  Tissue should be removed to expose the outer muscle of the esophagus. Create a tunnel under the posterior vagus nerve through the peri-neural tissue.  The anterior vagus nerve will be included within the implant.  Care should be taken to avoid injuring the vagus nerve bundles.

	8.2. Sizing of the Esophagus
	8.3. Placement of the LINX® Implant
	8.3.1. Bring the chosen LINX® implant into the surgical field through a laparoscopic port of minimum internal diameter of 10 mm.
	8.3.2. Place the device around the esophagus in the same location that was measured, reference Figure 3.
	8.3.3. Using the suture provided, secure the ends of the device with a hand tied knot or a Top-Knot® device such that the eyelets of the device are touching or overlapping.  Complete this method of securement for each set of white and green sutures for a total of two secured knots. Once secured, trim sutures, reference Figure 4.
	8.3.4. If a hiatal hernia is observed intra-operatively, repair of the hernia should be considered in conjunction with the LINX® implant procedure.  
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