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Given Imaging Ltd.

Company Overview

Given Imaging is redefining the field of gastrointestinal (GI) diagnosis by developing, producing and marketing innovative, patient-friendly products for detecting GI disorders. Given Imaging pioneered PillCam® capsule endoscopy and today offers a range of PillCam video capsules and related products.

The PillCam video capsule is a disposable, miniature video camera contained in a capsule that can be easily ingested by the patient. The capsule transmits high quality color images of the GI tract that enable physicians to visualize the small intestine and esophagus. PillCam® SB, the only ingestible diagnostic tool that allows direct visualization of the entire small bowel, became available in 2001 and has demonstrated superior diagnostic efficacy.  PillCam® ESO was cleared for use in the U.S. in November 2004 and provides a patient-friendly alternative for esophageal imaging.  In 2006, the PillCam® COLON* video capsule for visualization of the colon was cleared for marketing in the European Union. 
PillCam® Platform 

The PillCam Platform is the platform for a range of existing and future products to image the GI tract.  The system enables physicians to review data captured by PillCam video capsules to achieve an accurate diagnosis. The PillCam Platform consists of the following:

--Given® Workstation: The PC-based workstation with RAPID® software offers a user-friendly, HIPAA-compliant interface for viewing and interpreting the images captured by PillCam video capsules. The fifth generation of RAPID® software was cleared for marketing by the FDA in May 2007.  RAPID features include the capability to capture still images; adjustable and automatic speed settings; image adjustment for customized image appearance to enhance visualization, zoom and multi-image views; quick video preview; a tissue color bar; localization; and advanced reporting module.  The software also features the RAPID Atlas, which allows comparison of on-screen case images with a library of reference images, and the Lewis Score, an aid to diagnosis that provides an approximate measure of mucosal damage based on direct visual imaging of the small intestine.. 

--DataRecorder:  The DataRecorder is a small portable recording device that receives signals via a SensorArray that are transmitted by the PillCam video capsule as it passes through the digestive system.  The DataRecorder is attached to a belt worn by the patient during the entire examination and does not interfere with normal daily activity. 

--PillCam video capsules: PillCam video capsules are miniature video cameras contained in capsules that are roughly the size of a large vitamin pill. They are ingested by the patient to capture images of the digestive tract.

PillCam SB:  Cleared by the U.S. Food and Drug Administration in 2001, PillCam SB is used by the physician to visualize the small intestine when diagnosing disorders such  as Crohn’s disease, small bowel tumors, malabsorption disorders (such as celiac disease), GI injuries induced by extended NSAID use and suspected GI bleeding of the small bowel. 
PillCam SB transmits images at a rate of two images per second for approximately eight hours, resulting in more than 50,000 pictures. To date, more than 650,000 patients worldwide are benefiting from this innovative procedure. Given Imaging is also developing a next generation PillCam SB capsule that will incorporate new optical and image sensor technology to provide superior image quality.
PillCam ESO:  Cleared by the U.S. Food and Drug Administration in November 2004, PillCam ESO was developed for patients suffering from esophageal disorders, such as esophageal varices, which may result in fatal bleeding, and Barrett’s esophagus, which is an early indication for esophageal cancer. It provides a patient-friendly alternative to esophageal endoscopy and the associated sedation and discomfort. PillCam ESO contains an imaging device and light source at both ends of the capsule and takes up to 14 images per second, a total of 2,600 color images, as it passes down the esophagus. 

PillCam COLON*: The PillCam COLON video capsule was developed to visualize the colon and was cleared for marketing in the European Union in 2006.  PillCam COLON is the third video capsule to be developed and manufactured by Given Imaging Ltd.  The capsule measures 11 mm by 31 mm and contains imaging devices at each end that capture 4 images per second during the procedure. Each camera contains automatic lighting control and a frame rate and depth of field which have been specially adapted for the wider lumen and high degree of compartmentalization that characterizes colon physiology.
Additional Given Imaging Products
--Agile™ Patency System: Cleared by the U.S. Food and Drug Administration in May 2006, the Agile Patency System is an accessory to the PillCam video capsule and is intended to verify adequate patency of the gastrointestinal tract prior to administration of the PillCam video capsule in patients with known or suspected strictures. Patients who are contraindicated for PillCam SB capsule endoscopy due to the suspicion of strictures may now safely ingest PillCam SB after functional patency is demonstrated with the Agile patency capsule.

--RAPID® Real-Time: Given Imaging received marketing clearance from the U.S. Food and Drug Administration in June 2006 for RAPID Real-Time, a handheld device that enables real-time viewing during a PillCam endoscopy procedure. RAPID Real-Time also allows physicians to remotely initialize a DataRecorder to administer PillCam video capsules to patients at satellite sites.  Data can then be sent to a central location for processing and interpretation. 
Management

Given Imaging is led by an international management team with extensive experience in endoscopy, medical technologies and imaging, global marketing and operations, regulatory affairs and finance. The Company’s corporate headquarters, research and development laboratories, and manufacturing facilities, are located in Yoqneam, Israel. North American headquarters are located in the USA in Duluth, GA. European headquarters are in Hamburg, Germany.  Additional sales and marketing offices are located in Paris, Madrid, Sydney and Tokyo, and a second production facility is located in Ireland. Given Imaging’s technology is currently marketed in the United States and 60 other countries.
Shareholders

Given Imaging is publicly listed on The NASDAQ Stock Market (GIVN) and on the Tel Aviv Stock Exchange.
*PillCam COLON has received a CE Mark, but is not cleared for marketing or available 
for commercial distribution in the USA.
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