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A Message from the Vice President

Dear Customer,

At Medtronic, product quality and reliability have been and will continue to be a priority. For over 25 years, 
Medtronic has compiled and produced product performance reports with one primary goal, to provide you with 
the product information you need to best care for your patients.

Our commitment to you is best expressed in Medtronic’s mission: “To strive without reserve for the greatest 
possible reliability and quality in our products; to be the unsurpassed standard of comparison and to be 
recognized as a company of dedication, honesty, integrity, and service.” To this end, we continually explore new 
ways to expand, improve, and learn from our product performance systems and measures.

Our quality goals cannot be reached alone. We welcome your collaboration, insight, and recommendations. 
Please contact our Technical Services Department at 1 (800) 723-4636 with your feedback comments and any 
questions.

Your participation and assistance in returning explanted products are also critical. Returned products are  
tested and evaluated so that we can fully measure the performance of our devices. Please refer to the 
instructions on page 2 for assistance in returning products to the Medtronic CRDM Returned Product  
Analysis Laboratory.

As we constantly strive to exceed your expectations, we thank you for your dedication to improving and saving 
the lives of those suffering from cardiac rhythm disorders.

With appreciation and warm regards,

Tim Samsel 
Vice President, Quality and Regulatory 
Medtronic Cardiac Rhythm Disease Management 
Medtronic, Inc.
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We invite our customers to use these telephone numbers to call with 
suggestions, inquiries, or specific problems related to our products.

Contact Information

US Technical Services Department International Technical Centers
Phone: 	�1 (800) 723-4636 (Tachy) 

1 (800) 505-4636 (Brady)
Fax: 	 1 (800) 824-2362
www.medtronic.com/corporate/contact.jsp

Europe (Heerlen NL)	 +31-45-566-8844 
Japan (Tokyo)	 +81-3-5753-4116 

For questions related to this CRDM Product  
Performance Report, please call US Technical Services  
at the number above, or write to:

Timothy Smith 
Medtronic, Inc. 
8200 Coral Sea Street NE MS MVN61 
Mounds View, MN 55112 USA

Email: tim.smith@medtronic.com

For questions related to returning explanted 
product or returning product that shows signs of 
malfunction, please contact: 

Outside the United States:  
Your Medtronic representative or international technical center at 
the number above.

Within the United States:  
Your Medtronic representative or 

CRDM Returned Product Analysis Laboratory 
Medtronic, Inc. 
7000 Central Avenue NE  MS RCE172 
Minneapolis, MN  55432-3576  USA

Phone:	 1 (800) 328-2518, ext. 44800 
Email: 	 crdm.returnedproduct@medtronic.com 
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7227  GEM Product Characteristics

US Market Release Oct-98 Malfunctions (US) 148 NBD Code VVEV

Registered US Implants 22,000 Serial Number Prefix PIP, PLN, 
PLP, PLREstimated Active US Implants 3,000

Normal Battery Depletions (US) 1,824 Max Delivered Energy 35 J

Advisories: See page 155 – 1999 Potential 
Circuit Overload

Estimated Longevity See page 37
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Survival Estimate of Gem 7227Cx, B, D, E Jan 2009
	 Years After Implant	 Excluding Normal Battery Depletion Including Normal Battery Depletion

1 yr 2 yr 3 yr 4 yr 5 yr 6 yr 7 yr 8 yr 9 yr at 112 mo

% 99.7 99.6 99.5 99.4 99.2 99.2 99.1 99.1 99.0 99.0
% 99.3 98.9 98.7 98.1 97.2 94.8 82.7 64.6 33.4 13.1
#  20,000 17,000 15,000 13,000 11,000 8,000 5,000 3,000 1,000 200

Effective Sample Size

7229  GEM II VR Product Characteristics

US Market Release Jul-99 Malfunctions (US) 27 NBD Code VVEV

Registered US Implants 11,000 Serial Number Prefix PJJ

Estimated Active US Implants 40 Max Delivered Energy 30 J

Normal Battery Depletions (US) 1,932 Estimated Longevity See page 37

Advisories: See page 155 – 1999 Potential 
Circuit Overload

Also see page 165 – Performance note on ICD 
Battery Discharge Behavior
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Survival Estimate of Gem II VR 7229Cx Jan 2009
	 Years After Implant	 Excluding Normal Battery Depletion Including Normal Battery Depletion

1 yr 2 yr 3 yr 4 yr 5 yr 6 yr 7 yr at 89 mo

% 99.9 99.8 99.8 99.7 99.7 99.7 99.7 99.7
% 99.8 99.4 99.2 98.4 94.1 82.8 43.2 8.3
#  9,000 8,000 7,000 6,000 5,000 4,000 2,000 300

Effective Sample Size

ICD  Implantable Cardioverter Defibrillators
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Source: Medtronic Device Registration and Returned Product Analysis 
Data as of January 31, 2009
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