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	SynchroMed infusion pump--Courtesy of Medtronic


[bookmark: x_fiercemedicaldevices_com__juEpb7BtA86C][bookmark: x_fiercemedicaldevices_com__9D3t20CtzuXS]The FDA halted the manufacture of Medtronic's ($MDT) SynchroMed II Implantable Infusion Pump Systems, citing repeatedly failing to correct violations of the agency's quality system regulations in a consent decree filed against company CEO Omar Ishrak and Senior Vice President Thomas Tefft.
Under the terms of the agreement Medtronic must retain a third-party expert to help correct the violations of FDA's regs that occurred at its Columbia Heights, MN, facility. The ban on manufacturing, designing and distributing the device for delivering medication to treat primary or metastatic cancer, chronic pain and severe spasticity will last until the FDA determines that all conditions of the decree have been met.
An exception to the ban will be permitted if a doctor determines that the device is medically necessary to treat a patient. Competitor Flowonix makes the Prometra Implantable Pump System.
Medtronic must submit audit reports once manufacturing resumes and will be subject to FDA inspections, the agency said in its statement. Five inspections conducted between 2006 and 2013 resulted in three warning letters for violations like inadequate correction of quality problems, failure to document design changes, and failure to ensure that finished products meet design specifications, the FDA statement says.
"The FDA expects that all patients will be treated with safe, effective and high-quality medical devices," Jan Welch, acting director of the Office of Compliance in the FDA's device arm (CDRH), said in a statement. "We will continue to stop distribution of devices made by firms that fall short of regulatory requirements."
Medtronic said the consent decree does not require retrieval of any existing SynchroMed pumps or affect any patients using the device currently. It is not the result of any new safety information about the device.
"We are committed to the highest level of quality, and have pursued significant efforts in recent years to enhance the performance of the pump and to address the FDA's expectations," said Tefft, president of the company's neuromodulation unit. "We are confident that our efforts to date will contribute to the timely and thorough completion of these activities while preserving access to this important therapy in the interest of patients, their caregivers and physicians."
The device's safety problems are responsible for 14 deaths since 1996. In December 2012 the company sent a letter to customers warning that use of unapproved drugs with its SynchroMed pumps can more than double the rate of device failure.
[bookmark: x_accessdata_fda_gov_script_jclVu7uY7Pwf]The FDA's recall database shows that the device has been subject to a whopping 30 Class I recalls. They occurred between 2006 and 2013, with more than half of the recalls taking place in 2008.
Class I recall are reserved for cases in which the FDA believes there is a reasonable probability that the device "will cause serious adverse health consequences or death."
[bookmark: x_fda_gov_NewsEvents_Newsro_XsCg77NHkuYi][bookmark: x_fiercemedicaldevices_com__hTDobxZ5iYFq]- read the FDA statement
- here's Medtronic's release


FDA enters consent decree with Medtronic, Inc.
Company cited for manufacturing violations
For Immediate Release
April 27, 2015
Release
The U.S. Food and Drug Administration announced today the filing of a consent decree against Medtronic, Inc., and two of the company’s officers—S. Omar Ishrak and Thomas M. Tefft —for repeatedly failing to correct violations, related to the manufacture of Synchromed II Implantable Infusion Pump Systems, medical devices that deliver medication to treat primary or metastatic cancer, chronic pain and severe spasticity. These violations occurred at the company’s Neuromodulation facilities in Columbia Heights, Minnesota, where the devices are manufactured.
The consent decree cites violations of the quality system regulation for medical devices, which requires manufacturers to have processes in place to assure that the design, manufacture and distribution of a device allows for its safe use.
The legal action requires the company to stop manufacturing, designing and distributing new Synchromed II Implantable Infusion Pump Systems except in very limited cases, such as when a physician determines that the Synchromed II Implantable Infusion Pump System is medically necessary for a patient’s treatment.
The consent decree also requires Medtronic to retain a third-party expert to help develop and submit plans to the FDA to correct violations. The consent decree will remain in effect until the FDA has determined that Medtronic has met all the provisions listed in the consent decree.
Once Medtronic receives permission from the FDA to resume the design, manufacture and distribution of these products, the company must continue to submit audit reports so the agency can verify the company’s compliance. In addition to these audits, the FDA will monitor the company’s activities through its own inspections.
The FDA first approved the Synchromed II Implantable Infusion Pump Systems in 2004, and first identified problems with the manufacture of these pumps in 2006. These problems can result in over- or under-infusion or a delay in therapy for patients.
Between 2006 and 2013, FDA investigators conducted five inspections at Medtronic’s Neuromodulation facilities, resulting in three warning letters notifying the company of major violations. The violations included inadequate processes for identifying, investigating, and correcting quality problems with the Synchromed II Implantable Infusion Pump Systems; failure to document design changes; and failure to ensure that finished products meet design specifications.
“The FDA expects that all patients will be treated with safe, effective and high-quality medical devices,” said Jan Welch, acting director of the Office of Compliance in the FDA’s Center for Devices and Radiological Health. “We will continue to stop distribution of devices made by firms that fall short of regulatory requirements.”
Patients who are implanted with a Synchromed II Implantable Infusion Pump System should maintain regular follow-up appointments with their physicians. Patients who experience a change or return of symptoms, or hear a device alarm, should contact their physician immediately.
The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by assuring the safety and effectiveness of human and veterinary drugs, biological products for human use, and medical devices. The agency also is responsible for the safety and security of our nation’s food supply, cosmetics, dietary supplements, products that give off electronic radiation, and for regulating tobacco products.
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