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[DATE] 	
	
[DR. NAME]
[CENTER]
[ADDRESS]
[CITY, STATE ZIP]

Dear Dr. [NAME]:

As a [SLEEP PHYSICIAN OR INSERT OTHER PHYSICIAN SPECIALTY], you likely encounter patients who suffer from central sleep apnea (CSA).  CSA is a serious breathing disorder leading to poor cardiovascular outcomes and negatively affecting quality of life.  While some patients with CSA can be treated adequately, others may fail to respond to available treatment options and remain symptomatic.  Mask intolerance, inability to effectively titrate, poor long-term compliance, and reduced ejection fraction all may be challenges you have encountered with central sleep apnea patients.

remedē® was FDA-approved in 2017 for adult patients with moderate to severe central sleep apnea.1  It is a fully implantable therapy that activates automatically each night.  It uses electrical signals to stimulate the phrenic nerve and activate the diaphragm, maintaining a natural breathing pattern and rate while the patient is sleeping.  It is approved for all etiologies of CSA, including CSA with concomitant heart failure.1  

Phrenic nerve stimulation has shown through clinical trials to substantially improve sleep apnea, sleep quality, and quality of life.  
· 99% reduction in Central Apnea Index (CAI) and 67% reduction in Apnea-Hypopnea Index (AHI), with corresponding improvements in arousals, oxygenation, and % REM sleep2
· 82% of patients reported an improvement in quality of life3
· 94% of patients reported they would “elect to have the medical procedure again”3
· 5-year data published in Nature and Science of Sleep4 demonstrates sustained efficacy and safety of the therapy

remedē is implanted by a cardiac electrophysiologist, in an outpatient procedure using similar techniques to a transvenous cardiac pacemaker implant.  Therapy is activated approximately one month following implant.  Patients typically require two or three additional appointments to fine-tune programmable therapy settings.      

I would ask that as you evaluate patients in your daily practice, you consider referring patients who may be candidates for this therapy.  

If you would like to learn more about the therapy or would like to discuss a specific case, please contact me directly at [INSERT PHONE OR EMAIL].  I look forward to working with you to offer an option for your patients. 

Sincerely,

[DOCTOR NAME]
[TITLE]
[INSTITUTION]

[bookmark: _Hlk82610755][bookmark: _Hlk82610756][bookmark: _Hlk82610791][bookmark: _Hlk82610792][bookmark: _Hlk82610800][bookmark: _Hlk82610801]1 	The remedē System Implant and Clinician Use Manual, submitted as part of FDA PMA P160039C; 2 Fox, H., Oldenburg, O., Javaheri, S., et al. SLEEP, zsz158, https://doi.org/10.1093/sleep/zsz158. 3 Costanzo MR, et al. Am J Cardiol 2018; 121:1400-1408. 4 Costanzo MR, et al. Nat Sci Sleep. 2021;13:515-526.

IMPORTANT SAFETY INFORMATION
[bookmark: _Hlk122424297]The remedē® System is indicated for moderate to severe Central Sleep Apnea (CSA) in adult patients. A doctor will need to evaluate the patient’s condition to determine if the remedē System is appropriate. The remedē® System should not be implanted during an active infection and patients will not be able to have diathermy (special heat therapies). The device is MR Conditional. The conditions and precautions can be found in the remedē system MRI guidelines manual. The remedē System may be used with another stimulation device such as a heart pacemaker or defibrillator; special testing will be needed to ensure the devices are not interacting. As with any surgically implanted device, there are risks related to the surgical procedure itself which may include, but are not limited to, pain, swelling, and infection. Once the therapy is turned on, some patients may experience discomfort from stimulation and/or from the presence of the device. The majority of these events are resolved either on their own or by adjusting the therapy settings. The remedē System may not work for everyone. There are additional risks associated with removing the system. If it is decided to remove the system, another surgery will be required. Be sure to understand all the risks and benefits associated with the implantation of the remedē System. For further information please visit remede.zoll.com, call 952-540-4470 or email info@remede.zoll.com.
Contraindications: The remedē System is contraindicated for use in patients with an active infection. See the Instructions for Use for complete information regarding the procedure, indications for use, contraindications, warnings, precautions, and potential adverse events.
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