Proposed Content for Facebook Page for CCM Therapy for Heart Failure

Note: See UroLift System page as example for the content sections proposed below. 

Profile name: 

CCM Therapy for Heart Failure

User name: 

@CCMTherapy

Profile photo: 

[image: ]

Header image: 

[image: ]

Category: 

Medical 

Website: 

www.CCM.Impulse-Dynamics.com

About: 

CCM Therapy is a breakthrough heart failure treatment that can help with heart failure feel better. Visit www.CCM.impulse-dynamics.com to learn more. 

Rules of Engagement: 

Rules of Engagement:
We strive to create a community that is focused on well-being, health and quality of life. However, we’re a medical device company regulated by the U.S. Food and Drug Administration (FDA) and our goal is to respect and adhere to their guidelines and rules when replying to your questions and comments on this social media platform. Please keep that in mind in the event you do not hear back from us directly or if we have to remove post or comment. We hope you understand that we do our best to respond to posts and questions quickly and accurately, but that is not always possible given the nature of some of the medical discussions that may occur on this platform. We will never attempt to provide you direct medical advice and believe the best thing you can do is to discuss your situation with a physician. If we do not respond to a question or comment, or remove one, please don’t take it personally. We are glad you are here to participate in this forum. 
Here are a few reasons why we may remove your comment from this community:

Off-Label Uses:
We may remove comments containing information on uses of our therapies that fall outside of the scope of the cleared labeling and Instructions for Use (IFU). 

The OPTIMIZER Smart System, which delivers CCM™ therapy, is indicated to improve 6-minute hall walk, quality of life, and functional status of NYHA Class III heart failure patients who remain symptomatic despite guideline directed medical therapy, who are in normal sinus rhythm, are not indicated for CRT, and have a left ventricular ejection fraction ranging from 25% to 45%. The Optimizer® Smart system delivers non-excitatory CCM™ signals to the heart and has no pacemaker or ICD functions.

Inaccurate or Off-Topic Statements: 
Statements about our therapies must reflect honest, truthful opinions and accurate information about the company and procedure. 

Off-topic comments or comments containing unsupported claims, misleading information, promotions for the buying or selling of goods, or spam deter from the intent of this community and may be removed. 

Vulgarity and Language: 
Comments made in this community using profane, defamatory, libelous, offensive, abusive, discriminatory or demeaning content (including images, videos and links) will be deleted. 

At this time Impulse Dynamics is only able to accept and monitor postings to this site in English. We reserve the right to remove content from this site posted in languages other than English.

Medical Advice: 
This page is intended to provide general information about heart failure and our therapies. It is not a replacement for advice from your doctor or an official source of medical guidance and should in no way be viewed as such.

Results and patient experience may vary. As with any medical procedure, only your physician can help you decide if the Optimizer® Smart is right for you. To learn more about the therapy and what to expect, visit www.impulse-dynamics.com 

If you are experiencing a medical issue, please consult a health care professional for diagnosis and treatment. If you are experiencing an emergency, call 911. 

As new situations arise, we reserve the right to change or add to these guidelines at any time. 

Thank you, and we look forward to your participation.

Disclaimers and Terms of Engagement
Content posted by third parties on this site remains the responsibility of the party posting the content and is not adopted or endorsed by Impulse Dynamics. Any opinions or statements posted by third parties are their own and may not be representative of the experience of others or indicative of future performance or success. Impulse Dynamics does not endorse or adopt any content on a third-party site that may be linked to from this page. You should also be aware that if you have a business relationship with Impulse Dynamics or a beneficial interest in making a comment on the site, you have an obligation to disclose that relationship in your post.

Impulse Dynamics sponsors this page but is not affiliated with the company that hosts it and has no control over how that company or other third parties will use the information you share on the site. You should be familiar with the hosting company's privacy and security policies and understand how your information can be displayed and used throughout the site, as well as other third-party sites that may be linked to this site. For information about how Impulse Dynamics may use the information you provide, please visit https://impulse-dynamics.com/data-protection-statement/ 

Reporting Adverse Events (Side Effects)
[bookmark: _GoBack]At Impulse Dynamics, patients are our number one priority and we take patient care and outcomes seriously. In the event you experience an adverse event or side effect as a result of the Optimizer® Smart device, or the procedure to implant it, we encourage you to discuss your situation with your doctor. Your physician will contact Impulse Dynamics.  If you are experiencing a medical emergency, please call 911.  

If you prefer, you may also contact the Food and Drug Administration (FDA) directly by calling 1-800-FDA-1088 or visiting www.fda.com/medwatch, where medical professionals or patients can report serious problems they suspect may be associated with the medical devices or drugs they prescribe, dispense or use.

IMPORTANT SAFETY INFORMATION 
With all medical procedures there are risks associated with the implant procedure and the use of the device. The risks include but are not limited to arrhythmias including atrial and ventricular bradycardias or tachycardias including fibrillation, stroke, transient ischemic attack, respiratory/ventilatory failure, right atrial or right ventricular perforation, hemorrhage, infection, pericardial effusion, pneumothorax, abnormal cardiac function, worsening heart failure, myocardial tissue damage, and chest pain. In rare cases death can occur.
Be sure to talk with your doctor so that you thoroughly understand all of the risks and benefits associated with the implantation of an Optimizer® Smart Device. 

Optimizer® Smart is not for everyone. CONTRAINDICATIONS AND PRECAUTIONS include:
1. Patients with permanent or long-standing persistent atrial fibrillation or flutter
2. Patients with a mechanical tricuspid valve
3. Patients in whom vascular access for implantation of the leads cannot be obtained

Safety Information: 

What is CCMTM therapy, delivered by the Optimizer® Smart implant, used for? (Indications For Use)
Indications for Use: The Optimizer® Smart System, which delivers CCM™ therapy, is indicated to improve 6 minute hall walk, quality of life, and functional status of NYHA Class III heart failure patients who remain symptomatic despite guideline directed medical therapy, who are in normal sinus rhythm, are not indicated for CRT, and have a left ventricular ejection fraction ranging from 25% to 45%.
 
The Optimizer® Smart system delivers non-excitatory CCM™ signals to the heart and has no pacemaker or ICD functions.

Are there any reasons why I should not be treated with/by the Optimizer® Smart implant? 
Optimizer® Smart is not for everyone. CONTRAINDICATIONS AND PRECAUTIONS include: 
1. Patients with permanent or long-standing persistent atrial fibrillation or flutter
2. Patients with a mechanical tricuspid valve
3. Patients in whom vascular access for implantation of the leads cannot be obtained

What are possible side effects and risks? 
With all medical procedures there are risks associated with the implant procedure and the use of the device. The risks include but are not limited to arrhythmias including atrial and ventricular bradycardias or tachycardias including fibrillation, stroke, transient ischemic attack, respiratory/ventilatory failure, right atrial or right ventricular perforation, hemorrhage, infection, pericardial effusion, pneumothorax, abnormal cardiac function, worsening heart failure, myocardial tissue damage, and chest pain. In rare cases death can occur.

Be sure to talk with your doctor so that you thoroughly understand all of the risks and benefits associated with the implantation of an Optimizer® Smart Device.
	
To report an adverse event or side effect from CCM™ therapy, delivered by the Optimizer® Smart implant, please discuss your situation with your doctor. If you are experiencing a medical emergercy, please call 911. 
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CCM™THERAPY CAN HELP PEOPLE WITH HEART FAILURE FEEL BETTER




