Abbott Announces It Will Permanently Discontinue the FreeStyle Navigator CGM in the US

http://www.diatribe.us/issues/35/new-now-next.php - August 2011
On August 31, Abbott Diabetes Care announced that it will permanently discontinue the FreeStyle Navigator continuous glucose monitoring (CGM) system in the United States. This disappointing news comes on the heels of a supply interruption that has existed since early 2010. Going forward, Navigator will continue to be used in research studies (welcome news for the artificial pancreas) and will also continue to be available in its "next generation" version (one-hour rather than ten-hour warm-up time) in Europe and Israel. Based on our discussions with Abbott, we believe the company is working on a 'next-next' generation CGM system in the US. From a commercial perspective, we think it was not worth it for the company to continue to support this product with so few people on it - Abbott didn't ever launch the one-hour system in the US though it was approved in late 2009. The best-case scenario for US patients would be for Abbott to invest in future CGM systems and effectively leapfrog the approved-but-never-launched the Navigator with one-hour calibration. A fairly small number of patients used the ten-hour calibration version, so we do understand it was a lot of investment for few patients. As long as the company does continue to invest in CGM, we will be very happy for patients, though we do feel sorry for those using Navigator who counted on it - among them, some notable diabetes scientists and researchers and their children. More focus on future innovation will be great to see. The worst case scenario for patients would be if Abbott discontinues CGM internationally in the next year-plus. We hope very much not to see this, as some incredible scientists and researchers are in-house at Abbott at work on this technology. - AB/KC

Updated Important Note—FreeStyle Navigator® Continuous Glucose Monitoring System U.S. 

August 31, 201o 
Dear Patients:
As you may be aware, Abbott Diabetes Care has been experiencing a supply interruption in the United States with the FreeStyle Navigator® Continuous Glucose Monitoring System. This interruption has affected our ability to provide U.S. patients with new system kits or warranty replacement components.

We are committed to producing high quality, safe and effective products and to providing the best possible customer service. When we bring a product to market, it is our responsibility to consistently provide the product to customers. In the U.S. we have not been able to consistently supply the Freestyle Navigator System to patients.

As a result, Abbott is permanently discontinuing the FreeStyle Navigator System in the U.S. We understand this decision may affect how some patients manage their blood glucose and we have several options available to help FreeStyle Navigator System patients in the U.S. transition to alternative glucose monitoring technologies.

The discontinuation of the FreeStyle Navigator System in the U.S. is not for safety reasons. The System is safe and effective and continues to be available to patients in seven other markets outside the U.S. No other Abbott Diabetes Care or FreeStyle products are affected by this discontinuation.

The discontinuation of the FreeStyle Navigator System in the U.S. will be conducted in an orderly manner and Abbott will provide U.S. customers with options available through March 2012 that can help with the transition to alternative products. Customers who wish to learn about the available options should contact Abbott Diabetes Care customer service at 1- 800-221-7700 for assistance.

We know FreeStyle Navigator System customers in the U.S. have lived with some uncertainty and frustration. We are grateful for the commitment patients and providers have devoted to the FreeStyle Navigator System over the years, and we are sorry that we have been unable to consistently meet their needs.

ADC remains committed to glucose monitoring and to developing other highly innovative glucose monitoring products based on the sensing technology that is at the heart of the FreeStyle Navigator System.
August 31, 2011 by MassDevice staff
Abbott permanently discontinues its FreeStyle Navigator glucose monitoring system for U.S. consumers due to repeated supply disruptions.

Abbott Laboratories (NYSE:ABT) announced that it permanently discontinued its FreeStyle Navigator glucose monitor due to an inconsistent supply chain that has amounted to several disruptions in product availability for U.S. patients.

"We know FreeStyle Navigator System customers in the U.S. have lived with some uncertainty and frustration," the company wrote in its official statement. "We are grateful for the commitment patients and providers have devoted to the FreeStyle Navigator System over the years, and we are sorry that we have been unable to consistently meet their needs."

Abbott emphasized that there was nothing wrong with the devices themselves as far as safety or accuracy, but that they had been unable to keep up with patient needs for new system kits or warranty replacement components due to supply interruptions.

"The discontinuation of the FreeStyle Navigator System in the U.S. is not for safety reasons," Abbott wrote. "The System is safe and effective and continues to be available to patients in seven other markets outside the U.S."
From Abbott Freestyle Navigator Web Site
Introducing the new FreeStyle Navigator® Continuous Glucose Monitoring System, a revolutionary advance in managing diabetes.
People manage diabetes in a variety of ways. Some manage with careful diet and exercise; others test their blood glucose frequently.

The problem is that no matter what your usual experience may be, it can all change without warning, at any time: while working, while driving, while sleeping. And that’s the kind of uncertainty nobody needs.
Finally, the technology has arrived to allow you to reach a whole new level of glucose control with continuous readings and predict ability. Predict glucose highs and lows.

The FreeStyle Navigator system features:

· Customizable early-warning alarms* in advance of ~10 to 30 minutes

· Continuous glucose readings each minute, providing real-time readings, graphs and trends. Only the FreeStyle Navigator system provides readings every minute

· TRU Directional Arrow™ Indicator technology to accurately project glucose direction and rate of change

· Suitable for everyday activities—including exercise**, bathing, and swimming

· Contains a built-in FreeStyle® meter for convenient calibration (minimum of 4 calibrations averaged over the total 5 day period) and confirmatory blood glucose tests

· Sensor continuously worn on body for up to 5 days

· Wireless transmitter sends glucose readings to the receiver anywhere within a 10-foot range

· Graphs and reports show glucose patterns

· Projected Alarm High Setting = maximum detection; more alarms; earliest warning (~30 minutes).

· Projected Alarm Low Setting = minimum detection; fewer alarms with less advanced notice (~10 minutes)

The FreeStyle Navigator® system has a projected alarm that can be set at a low, medium or high sensitivity to alert the user ~10 to 30 minutes before glucose levels reach the high or low glucose threshold settings, assuming glucose keeps changing at the same rate. The performance of the projected alarms has not been established.

Projected alarms increase the overall ability to detect high and low glucose conditions. Using the projected alarms AND threshold alarms provides maximum notification of high or low glucose conditions. Always perform a traditional blood glucose test before adjusting therapy based on system results and alarms.
*
Interstitial fluid and capillary blood can vary during times of rapid change.

**
Movement of the sensor support mount or excessive perspiration at the sensor insertion site due to activities like vigorous exercise or bumping against objects may lead to poor adhesion of the support mount to the skin and cause the sensor to dislodge. If the sensor dislodges due to the sensor support adhesive failing to adhere to the skin, you may get unreliable results or no results. The system may not provide a warning in such circumstances. Choose the proper sensor insertion site when inserting the sensor and prepare the site by following the instructions for site preparation.

Indications and Important Safety Information for the FreeStyleNavigator® System
Safety Information: Users should read all of the instructions in the User's Guide before using the FreeStyleNavigator® Continuous Glucose Monitoring System. Adjustments to treatment should be done under the guidance of the user's health care team.
Indications for Use: The FreeStyle Navigator Continuous Glucose Monitoring System is indicated for continually recording interstitial fluid glucose levels in people (ages 18 and older) with diabetes mellitus for the purpose of improving diabetes management. Readings and alarms about glucose levels from the FreeStyle Navigator Continuous Glucose Monitoring System are not intended to replace traditional blood glucose monitoring. Before adjusting therapy for diabetes management based on results and alarms from the FreeStyle Navigator Continuous Glucose Monitoring System, traditional blood glucose tests must be performed. The FreeStyle Navigator Continuous Glucose Monitoring System provides a built-in blood glucose meter to confirm the continuous glucose result.
The FreeStyle Navigator Continuous Glucose Monitoring System provides real-time readings, graphs, trends, and glucose alarms directly to the user. The FreeStyle Navigator Continuous Glucose Monitoring System is intended to be used in home settings to aid people with diabetes in predicting and detecting episodes of hypoglycemia and hyperglycemia and in clinical settings to aid health care professionals in evaluating glucose control. The FreeStyle Navigator Continuous Glucose Monitoring System is available only by prescription.
Contraindications: The FreeStyle Navigator Continuous Glucose Monitoring System must be removed prior to Magnetic Resonance Imaging (MRI).
Prescription Device: Federal law restricts the sale of this device by or on order of a physician.
Warnings/Precautions: Infection, inflammation, or bleeding at the glucose sensor insertion site is possible risks of inserting a sensor into your skin. If you believe your results are not reliable, or are inconsistent with how you feel, perform a blood glucose mode test to measure your glucose. If the problem continues, discard the old sensor and insert a new sensor. Performance of the system under conditions of fluctuating hydration levels such as during renal dialysis has not been evaluated. Unintended dislodging of the sensor due to excessive perspiration, exercise, or bumping, may cause unreliable or no results without warning. Performance of the FreeStyle Navigator system has not been evaluated in pregnant women.

The FreeStyle Navigator® system…let’s talk a little bit about science…

With current glucose monitoring, even frequent testers may miss significant highs and lows. Continuous monitoring reveals readings traditional monitoring may miss.

You can reach a whole new level of glucose control with predict ability. Predicting glucose highs and lows allows for the ability to manage glucose better.

The FreeStyle Navigator system is technology that performs. Unique to the FreeStyle Navigator system is advanced Wired Enzyme™ technology.

With a stable signal, minimal oxygen dependence, and insensitivity to interferents—Wired Enzyme technology is designed for reliable and accurate sensor readings.
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Using amperometry, the sensor utilizes a working electrode coated with a sensing element (Wired Enzyme) that converts glucose concentration to electrical current.

Sound technical? It is and our years of research and clinical application have made the technology as reliable as it is today. Now, you can put your diabetes under new management with the FreeStyle Navigator Continuous Glucose Monitoring System.
Know The FreeStyle Navigator System

The sensor is placed on the back of your upper arm or your abdomen, and is held there with a special adhesive.

A tiny filament 5mm long—as thin as several strands of hair—goes just under the skin. It measures the glucose level in the interstitial fluid, which flows between the cells, and it’s similar to measuring the blood glucose level.*
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The transmitter is attached to the sensor and sends glucose readings to the wireless receiver up to 10 feet away.

You can wear the sensor/transmitter for up to five days straight, and do just about anything with it on: work, exercise, bathe, sleep.**
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The receiver is like a little computer. It stores all your glucose readings, for up to 60 days, and it gives you an accurate picture of what your glucose is doing. You can program it to predict out-of-range highs and lows based upon thresholds you set, and it lets you know with alarms1 if any are heading towards high and lows so you can take action to avoid them.

The receiver is also the only CGM device on the market to have a built-in blood glucose meter for convenient calibration—no need for a separate device.
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*
Interstitial fluid and capillary blood can vary during times of rapid change.

**
Movement of the sensor support mount or excessive perspiration at the sensor insertion site due to activities like vigorous exercise or bumping against objects may lead to poor adhesion of the support mount to the skin and cause the sensor to dislodge. If the sensor dislodges due to the sensor support adhesive failing to adhere to the skin, you may get unreliable results or no results. The system may not provide a warning in such circumstances. Choose the proper sensor insertion site when inserting the sensor and prepare the site by following the instructions for site preparation.

*
Interstitial fluid and capillary blood can vary during times of rapid change.

** Note: movement of the sensor support mount or excessive perspiration at the sensor insertion site due to activities like vigorous exercise or bumping against objects may lead to poor adhesion of the support mount to the skin and cause the sensor to dislodge. If the sensor dislodges due to the sensor support adhesive failing to adhere to the skin, you may get unreliable results or no results. The system may not provide a warning in such circumstances. Choose the proper sensor insertion site when inserting the sensor and prepare the site by following the instructions for site preparation.

1
The FreeStyle Navigator® system has a projected alarm that can be set at a low, medium or high sensitivity to alert the user ~10 to 30 minutes before glucose levels reach the high or low glucose threshold settings, assuming glucose keeps changing at the same rate. Projected Alarm High Setting = maximum detection; more alarms; earliest warning (~30 minutes). Projected Alarm Low Setting = minimum detection; fewer alarms with less advanced notice (~10 minutes). The performance of the projected alarms has not been established. Projected alarms increase the overall ability to detect high and low glucose conditions. Using the projected alarms AND threshold alarms provides maximum notification of high or low glucose conditions. Always perform a traditional blood glucose test before adjusting therapy based on system results and alarms.

