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                Term of Use

            

            
                Medtronic RemoteView™ Programmer Consultation

Medtronic, Inc. (“Medtronic”) offers RemoteView, which permits a user (“Programmer User”) of the Medtronic CareLink® 2090 Programmer (“Programmer”) to allow the viewing of information presently displayed on the Programmer screen with one or more individuals in remote locations anywhere in the world (“Remote Viewer”), including remote health care professionals or Medtronic representatives.



For a Remote Viewer to view information displayed on a Programmer, the Remote Viewer needs to install or access the Bomgar Representative Console software (“Licensed Software”). By installing or using the Licensed Software to view the Programmer screen information, registering a username and password in connection with the Medtronic RemoteView feature, or clicking on any acceptance button in connection herewith, you, a Remote Viewer, agree to be bound by all of the terms and conditions set forth in these Terms of Use (this “Agreement”).



Limited License Grant. You are hereby granted a nonexclusive, nontransferable, terminable, nonassignable, nonsublicensable, limited license to install and use a copy of the Licensed Software solely for authorized and legitimate purposes. You may not otherwise copy, use, modify, reverse engineer, decompile, disassemble, create derivative works based on, or integrate with other systems or programs the Licensed Software without the prior written consent of Medtronic. You shall have sole responsibility for any fees or charges, including service or data charges, incurred by you in connection with your use of the Licensed Software. You shall not remove any proprietary or other legend or restrictive notice contained or included in the Licensed Software or other documentation associated with such Licensed Software. You agree to maintain any and all copyright, trademark, and other notices on the Licensed Software and any associated documentation.



 Licensed Software Functionality and Data Use, Collection, Viewing, and Transfer. 



“Active Remote Viewer” as referred to herein shall mean a Remote Viewer that has installed the Licensed Software and has at the relevant point in time an active network connection to a Medtronic server via the Licensed Software.



By installing or using the Licensed Software or clicking any acceptance button in connection with this Agreement, you acknowledge, understand, agree to, and consent to all of the following, including when you are an Active Remoter User:

	)  Registration. To obtain access to the Licensed Software, you must register at the Medtronic RemoteView website and establish a user name and password. All information that you provide in connection with such registration must be complete, accurate, and truthful. The user name and password are personal to you and must not be shared with anyone else. You will also not attempt, directly or indirectly, to disable, bypass, or defeat any password protection associated with the Licensed Software. Medtronic reserves the right to deny or disable any user name or password or request for any user name or password.


	)  Your Personal Information. Medtronic will collect information in connection with your registration and installation and use of the Licensed Software, including your first and last name, your email address, a selected security question(s) and your corresponding answer(s), your address, and your telephone number. You agree that Medtronic may store this personal information about you on a Medtronic server, including a server located in the United States of America.


	)  Session Key. To view the information on the Programmer, the Remote Viewer must generate a Session Key that must be shared with and entered by the Programmer User. “Session Key” as used herein means a unique token active for a limited period of time generated by the Remote Viewer. You agree not to share this Session Key with anyone other than the Programmer User who has initiated the specific session.


	)  Logging of Session Activity. Each time you log in to the Licensed Software, Medtronic will collect information about your activity, including in an aggregated log or database, regarding you and your session, including your name, username, computer name, IP address, operating system details, and session details (including transferring and sharing activity, start and end times, view only or control activity, and any chat messages between or among any Active Remote Viewers. You agree that Medtronic may store any personal information about you on a Medtronic server, including a server located in the United States of America.


	)  Active Remote Users. When you are an Active Remote Viewer: (1) you will be able to view the name and/or user name of any other Active Remote Viewer who is logged into the same Medtronic server; and (2) any other Active Remote Viewer who is actively logged into the same Medtronic server will be able to view your name and/or user name. The Licensed Software also permits one Active Remote Viewer to share the information being viewed to any other Active Remote Viewer. You must not share any information from the Medtronic programmer, including with any other Active Remote Viewer, absent the express permission from the Programmer User that is allowing you to view the information.


	)  Availability. Medtronic has limitations on the number of users that can concurrently log in to the Licensed Software at any given time. Thus, installation of or accessing the Licensed Software does not guarantee that it will be available to you for use at any time.




Permissions. By installing and using the Licensed Software, you represent that you have permission to do so from any associated clinic, hospital, or medical practice and that your use of the Licensed Software complies with any policies or requirements of such associated clinic, hospital, or medical practice. You are also responsible for confirming that the Programmer User has obtained any necessary patient consent before allowing you to view any patient information via the Licensed Software.

Your Acknowledgements. You acknowledge that the Licensed Software is not the exclusive method of viewing information from the Programmer and that the Licensed Software is not the exclusive method by which to obtain a patient’s implanted cardiac device data, including any data on the Programmer. You also acknowledge that the Licensed Software is not intended to be used as a life-sustaining or interventional tool during medical emergencies. You further acknowledge that Medtronic is not, and shall not be deemed to be, a provider of patient health care services by virtue of its provision of access to the Programmer screen information via the Licensed Software. You also acknowledge that information from the Licensed Software is not an electronic medical record and use of the Licensed Software does not in any way relieve you from using your best medical judgment to determine a proper course of treatment for patients.



Security/Privacy of Patient Data. Your use of the Licensed Software and any Session Keys shall be solely for legitimate and lawful purposes and not for any malicious purpose. You are solely responsible for and will use your best efforts in maintaining the confidentiality and security of any copies of the Licensed Software as well as any user name, password credentials, and any Session Keys that can be used in accessing the Licensed Software, a Medtronic server, or any information from a Programmer. You are solely responsible for and will use your best efforts in keeping any patient information you may receive or view in connection with the Licensed Software confidential and secure, and you will not attempt to capture or copy any patient information you view in any electronic or hard copy format without the express permission of the Programmer User. You will be responsible for any obligations or liabilities associated with any lost, stolen, or otherwise compromised patient information.



Reporting Issues and Feedback. You agree that you will report any issues or questions, technical or otherwise, regarding the Licensed Software promptly and directly to Medtronic. If you submit any comments or ideas to Medtronic, in the absence of a separate agreement regarding such submissions, you grant to Medtronic an unrestricted, royalty-free, irrevocable license to use, reproduce, display, perform, modify, transmit, and distribute such ideas in any medium and agree that Medtronic is free to use them for any purpose. In addition, Medtronic has no obligation to provide continued maintenance and support to you in connection with the Licensed Software. Any maintenance and support services provided by Medtronic shall be at Medtronic’s sole discretion.



Limitations of Liability.



THE LICENSED SOFTWARE IS PROVIDED TO YOU “AS IS,” AND MEDTRONIC EXPRESSLY DISCLAIMS ANY AND ALL WARRANTIES WITH RESPECT TO THE LICENSED SOFTWARE AND YOUR USE THEREOF, INCLUDING WITHOUT LIMITATION ANY IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, TITLE, AND NONINFRINGEMENT. MEDTRONIC DOES NOT WARRANT THAT THE USE OF THE LICENSED SOFTWARE WILL BE UNINTERRUPTED OR ERROR-FREE.



IN NO EVENT SHALL MEDTRONIC BE LIABLE TO YOU OR YOUR ASSOCIATED HOSPITAL, CLINIC, OR PRACTICE FOR ANY INDIRECT, INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL DAMAGES ARISING IN CONNECTION WITH YOUR USE OF THE LICENSED SOFTWARE, SESSIONS KEYS, OR THESE TERMS OF USE (WHETHER IN WARRANTY, CONTRACT, TORT, OR OTHERWISE, INCLUDING NEGLIGENCE, AND EVEN IF MEDTRONIC HAS BEEN ADVISED OF THE POSSIBILITY THEREOF), INCLUDING WITHOUT LIMITATION MEDICAL EXPENSES, LOSS OF REVENUE OR PROFITS, OR DAMAGES RESULTING FROM LOSS, MISAPPROPRIATION, OR UNAUTHORIZED OR MALICIOUS ACCESS TO OR MODIFICATION OF DEVICE DATA, OR FROM MISTAKES, OMISSIONS, OR DELAYS IN TRANSMISSION OF INFORMATION, OR FROM INTERRUPTIONS IN TELECOMMUNICATIONS CONNECTIONS, VIRUSES OR FAILURES OF PERFORMANCE, OR FROM THE IMPACT OF THE USE ON YOUR SYSTEM. IN NO EVENT SHALL MEDTRONIC BE LIABLE TO YOU FOR INTERCEPTION OR COMPROMISE OF ANY INFORMATION OR FOR ANY RECORD OR OTHER COMMUNICATION PROVIDED IN CONNECTION WITH YOUR USE OF THE LICENSED SOFTWARE.



Legal Compliance. You shall at all times use the Licensed Software in compliance with all applicable laws. You shall ensure that your installation and use of the Licensed Software complies with all applicable export and import laws, regulations, orders, and policies of the United States of America and any other applicable jurisdiction. You represent and warrant that (i) you are not located in a country that is subject to a U.S. Government embargo, or that has been designated by the U.S. Government as a “terrorist supporting” country, and (ii) you are not listed on any U.S. Government list of prohibited or restricted parties.



Term, Termination, Modifications, and Support. This Agreement shall be in effect from the date when you first install or use the Licensed Software. Medtronic may modify, amend, or terminate this Agreement at any time, including by providing notices or an updated version of this Agreement on a Medtronic website. Medtronic may modify, disable, or terminate your use or Medtronic’s support of the Licensed Software at any time, including by providing notices on a Medtronic website. All obligations which are ongoing in nature shall survive termination or expiration of this Agreement. At any time upon Medtronic’s request (including via a notice on a Medtronic website), you agree to promptly delete and terminate use of any and all copies of the Licensed Software. In addition, upon Medtronic’s request, you agree to provide written verification that you have destroyed all copies of the Licensed Software together with the manner, date, and time of such destruction.



Miscellaneous. This Agreement constitutes the entire agreement between Medtronic and you regarding your use of the Licensed Software and supersedes any prior and contemporaneous written or oral agreements or understandings related to the Licensed Software. You may not assign any of your rights or responsibilities under this Agreement without the prior written consent of Medtronic. Except as expressly provided herein, no person or entity other than Medtronic and you, including without limitation any patient, is or shall be a third party beneficiary of this Agreement or otherwise entitled to bring any action to enforce any provision of this Agreement against Medtronic or you. With regard to any purported agreement or terms of use between you and Bomgar Corporation in connection with the Licensed Software (“Bomgar EULA”): (a) any Bomgar EULA shall be solely between you and Bomgar Corporation; (b) Medtronic shall not be a party to any Bomgar EULA; (c) any Bomgar EULA shall not necessarily reflect the contents of any agreement between Bomgar Corporation and Medtronic; (d) any Bomgar EULA shall not modify or take precedence over this Agreement; and (e) nothing in this Agreement shall be construed to suggest the enforceability or unenforceability of any Bomgar EULA. This Agreement shall be governed by and interpreted, construed, and enforced in accordance with the laws of the State of Minnesota (exclusive of the choice of law rules thereof). The parties hereby expressly waive any right to a trial by jury or class treatment of any claim, demand, action, or cause of action arising out of or relating to the Licensed Software or this Agreement. In the event that any provision of this Agreement violates any applicable statute, ordinance, or rule of law, such provision shall be ineffective to the extent of such violation without invalidating any other provision of this Agreement. No provision of this Agreement may be waived except by an agreement in writing signed by the waiving party. A waiver of any terms or provisions shall not be construed as a waiver of any other term or provision.



NayaMed International Sárl Customers: Whether the RemoteView feature shall be used in connection with NayaMed customers or devices shall be solely within the discretion of NayaMed International Sárl. If the Licensed Software is used connection with NayaMed customers or devices, this Agreement shall be directly between you and NayaMed with respect to those uses. 
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                OVERVIEW

            Designed by Perfusionists. Engineered by Medtronic.

The Affinity Fusion™ oxygenation system’s design is based on input from more than 500 perfusionists worldwide. Thoughtfully engineered from inlet to outlet, the Affinity Fusion oxygenation system takes a fundamentally different design approach:

	Proactive air handling
	Hemocompatibility
	Improved flexibility
	Integrated arterial filter
	Expanded heat exchanger and gas transfer capabilities



        

    






    
    
    





    
    
    

    
		PRODUCT DETAILS: AFFINITY FUSION OXYGENATION SYSTEM

		Both oxygenator and reservoir device have:

	Blood-contacting materials made from BPA* - and DEHP-free polymers
	1 to 7 L/min flow rate
	Low system priming volume
	Biocompatible surface coatings


Oxygenator available in:

	Balance™ biosurface† coating
	Cortiva™ bioactive surface


Cardiotomy/venous reservoir available in:

	Balance™ biosurface coating



    





    
    
    





    
    
    

    
		PET HEAT EXCHANGER

		Safe. Effective. Environmentally Friendly.

The higher density structure of the Affinity Fusion polyethylene terephthalate (PET) heat exchanger provides improved chemical resistance with a low permeability factor when compared to lower density plastics such as polyurethane or TPU.‡

PET heat exchanger features and benefits:

	Resistant to chemical migration
	Durable to withstand the surrounding environment
	Small tube design of capillaries increases heat exchange performance
	Decreases prime volume
	Enables device incineration
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                         Download The Power Of Plastic Brochure (.pdf)
                    
                    Learn more about the PET Heat Exchanger.
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		OUR COMMITMENT TO QUALITY

		Commitment to quality is a way of life at Medtronic. See one patient’s story.

    





    
    
    
    
        
            
            

    
    





    
    
        
        

    


     

     



            
                
                    
                        Affinity Fusion Oxygenation System Quality Video  
                        
                    
                     - (02:32)

                
                    
                        Learn more about the quality built in to the Affinity Fusion System and hear one patient's story.  
                        
                        
                            

                            More information (see more)
                            Less information (see less)
                        
                    

                

                
                    
                

            

        


        
        
    

    
    

    

    
 






    





    




    
    
    
    
    
    
        	 Oxygenator Features
 	 Cardiotomy/Venous Reservoir Features
 
	 
    	Integrated arterial filter
	25 µm filtration
	260 mL prime
	Enhanced gas transfer
	Plastic heat exchanger (PET)
	Recirculation and cardioplegia ports
	½" quick-connect water ports
	Ambidextrous design
	BPA-free plastic
	Clear housing
	Volume-displacing leur caps
	Built-in temp probe sleeve
	1-7 L/min flow
	Balance™ biosurface
	Cortiva™ BioActive surface

 	 
    	4500 mL capacity
	360-degree rotating venous inlet
	Curved venous inlet with 2 angled luer ports
	Built-in temperature probe sleeve
	360-degree rotating cardiotomy inlet 
with 4 luer ports
	2 nonfiltered luer ports
	Antifoam in venous and cardiotomy filters
	Pressure relief valve
	VAVD ready
	BPA-free plastic*
	Removable sampling manifold
	Clear housing
	1-7 L/min flow
	200 mL @7 L/min minimum operating level
	Balance™ biosurface

 


    

    








    
    
    





    
    
    

	
 
 
  AFFINITY FUSION OXYGENATION SYSTEM SPECIFICATIONS
 
 









    
    
    
    
        Oxygenator
    

    
    
        	  Membrane type
 	 Microporous polypropylene hollow fiber
 
	 Membrane surface area
 	 2.5m2
 
	 Heat exchange surface material
 	 Polyethylene terephthalate (PET)
 
	 Static priming volume
 	 260 mL
 
	 Recommended blood flow rate
 	 1-7 L/min
 
	 Maximum water side pressure
 	 30 psi
 
	 Maximum blood pressure
 	 750 mm Hg
 
	 Arterial outlet port
 	 3/8"
 
	 Venous inlet port
 	 3/8"
 
	 Arterial sample port
 	 Female luer port
 
	 Recirculation port
 	 1/4"
 
	 Cardioplegia port
 	 1/4"
 
	 Gas inlet port
 	 1/4" nonbarbed
 
	 Gas outlet port
 	 3/8" nonbarbed
 
	 Water ports
 	 1/2" quick disconnects
 
	 Filtration
 	 25 µm
 

 
 

    

    








    
    
    
    
        Cardiotomy/Venous Reservoir 
    

    
    
        	 Reservoir volume capacity
 	 4500 ml
 
	 Recommended blood flow rate
 	 1-7 L/min
 
	 Maximum cardiotomy flow rate
 	 6 L/min
 
	 Minimum operating level
 	 200 mL at 7L/min
 
	 Cardiotomy filtration
 	 30 µm
 
	 Venous screen
 	 105 µm
 
	 Venous inlet, rotatable
 	 1/2" with 3/8" adapter
 
	 Venous reservoir outlet
 	 3/8"
 
	 Vent/VAVD port
 	 1/4" nonbarbed
 
	 Cardiotomy port (4)
 	 1/4"
 
	 Cardiotomy port (1)
 	 3/8"
 
	 Prime port
 	 1/4" nonbarbed
 
	 Recirculation port
 	 1/4"
 
	 Filtered luer lock ports
 	 4
 
	 Non-filtered luer lock ports
 	 2
 
	 Venous luer lock ports
 	 2
 
	 Positive pressure relief valve crack
 	 <5 mm Hg
 
	 Vacuum pressure relief valve crack
 	 >100 mm Hg average
 

 
 

    

    








    
    
    





    
    
    

	
 
 
  ORDERING INFORMATION
 
 









    
    
    
    
    
    
        	 Affinity Fusion Oxygenation Systems
 
	 Model#
 	 Product Description
 	 Units/case
 
	 CB841
 	 Oxygenator with integrated arterial filter with Cortiva bioactive surface and cardiotomy/venous reservoir with Balance biosurface
 	 1
 
	 BB841
 	 Oxygenator with integrated arterial filter and cardiotomy/venous reservoir with Balance biosurface
 	 1
  
 
	 CB811
 	 Oxygenator with integrated arterial filter and Cortiva bioactive surface
 	 1
 
	 BB811
 	 Oxygenator with integrated arterial filter and Balance biosurface
 	 1
 
	  
 
	 Affinity Fusion Accessories and Holders
 
	 Model #
 	 Product Description
 	 Units/Case
 
	 AUH2093
 	 Affinity orbit holder system
 	 1
 
	 ATP210
 	 Temperature probe
 	 1
 
	 AMH2014
 	 Affinity manifold holder
 	 1
 
	 RCL841
 	 Recirculation line
 	 12
 

 
 

    

    








    
    
    





    
    
    

    
		MANUALS AND TECHNICAL GUIDES

		Instructions for Use
   Find this technical manual in the product labeling supplied with each device or call Medtronic at 800-961-9055.

    





    
    
    
    

    
    
    
        *Sampling manifold is not BPA-free.


    

    
    
        †Balance is a trademark of Medtronic, Inc. Technology licensed under agreement from BioInteractions, United Kingdom.


    

    
    
        ‡Testing performed at a water side concentration of 330 PPM over the course of 6 hours. Fusion N=10, Inspire N=3, Maquet N=3. All testing ran at 37C with blood side flow rate of 4.5 lpm. Medtronic data on file.
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                CLINICIAN RESOURCES

                
                	
                        
                            Affinity Fusion Brochure (PDF, 2.1MB)
                    
	
                        
                            Power of Plastic Heat Exchanger Brochure  (PDF, 387KB)
                    


            

        

    



    




    
    
    
    
        
            
                Cardiovascular 
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        Disclaimer: This page may include information about products that may not be available in your region or country. Please consult the approved indications for use. Content on specific Medtronic products is not intended for users in markets that do not have authorization for use.
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