
I N T U r T I V E 
S U R G I C A L  

SureForm™ 60 
S T A P L E R  U S E R  M A N U A L  

I N S T R U M E N T S  A N D  A C C E S S O R I E S  
U S E R  M A N U A L  A D D E N D U M  

PN 553910-03 Rev. A 2018.03 

Intuitive Surgical, inc. | EC I REP I Intuitive Surgical, SSrl 
1266 Kifer R°ad 1, chemin des MCiriers, 
Sunnyvale,CA 94086 USA r •„ i _i 
www.intuitivesurgical.com 1170 Aubonne Switzerland 0543 

C€ 

1 IS 1027 
Intuitive Surgical v. Ethicon 

IPR2019-00880

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


2 

Copyright 
© 2018 Intuitive Surgical, Inc. All rights reserved. 

Trademarks 
Intuitive, Intuitive Surgical, Beyond the Limits of the Human Hand, da Vinci, da Vinci S, da Vinci Si, 
da Vinci Xi, da Vinci X, ProGrasp, HotShears, EndoWrist, EndoPass, ClearField, CardioVac, Vacuum 
Source, SureForm, TilePro, and InSite are trademarks or registered trademarks of Intuitive 
Surgical, Inc. Other parties'trademarks are the property of their respective owners and should 
be treated as such. 

Rx only 

da Vinci Xi and da Vinci X SureForm 60 User Manual Addendum 

2f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Contents 

Contents 

3 

1 Introduction 5 
• 1.1 Contact Information 5 

• 1.2 About This Manual 5 

• 1.3 Indications for Use 6 

• 1.4 Contraindications J 6 

• 1.5 Compatibility Information 6 

• 1.6 General Warnings and Cautions 6 

• 1.7 Device Description 9 
• Articulation Overview 9 

• 1.8 Stapler Components Defined 10 

2 Preparation and Use 14 
• 2.1 Open Packaging 14 

• 2.2 Device Inspection 14 

• 2.3 Spare Items and Emergency Equipment 14 

• 2.4 Prepare for Intraoperative Use 14 
• Install Reload 15 

• 2.5 Intraoperative Use 16 
• Precautions for Intraoperative Use 16 
• Install onto Instrument Arm 17 
• Calibration Sequence 18 
• Clamp and Fire Overview 19 
• Clamp and Fire Instructions 19 
• SmartFire™ 22 
• Instrument Removal 24 
• Remove and Replace SureForm 60 Reload 24 
• Stapler Guided Tool Change 26 
• Disposal 26 

3 Troubleshooting 27 
• 3.1 Stapler Initialization Failed 27 

• 3.2 Missing or Used Reload 27 
• Missing or Used Reload 27 

• 3.3 SureForm 60 Reload Recognition 28 
• SureForm 60 Reload Type Not Detected 28 
• Dual Console 30 

• 3.4 Wrong Reload Selected or Reload Shown Mismatch 30 

• 3.5 Fire Unable to Complete 30 

• 3.6 Mid-Procedure Restart 31 
• 3.7 Blade Exposed 31 

• 3.8 Force Unclamp 32 

da VinciXi and da Vinci X SureForm 60 User Manual Addendum 

3f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


• 3.9 Manual Stapler Release Instructions 

A Appendix A: MR) Safety Information 
• RF Heating 
• MR Artifact 

B Appendix B: Symbols and Icons Reference Table 

C Appendix C: Natural Rubber Latex 

D Appendix D: Sterilization Methods 

da VinciXi and da Vinci X SureForm 60 User Manual Addendum 

4f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Introduction 

Introduction 
This addendum to the da Vinci® System Instruments and Accessories User Manual provides 
details specific to the SureForm 60 and SureForm 60 reloads. This document is not a reference 
for surgical techniques. Refer to the appropriate da Vinci System User Manual, for full system 
information and warnings. 

Failure to properly follow all instructions, including instructions supplied with the 
da Vinci System, may lead to injury and ̂ result in improper functioning of the device. 

1.1 Contact Information 
For Customer Service and Reporting of Complaints or Adverse Events 
Use the following information for customer service, including ordering, reporting complaints 
or adverse events, and general information regarding Intuitive Surgical or our products and 
services. 

In the U.S. 

Intuitive Surgical, Inc. 
1266 KiferRoad 
Sunnyvale, CA 94086 USA 
Toll free: 1.800.876.1310 
Direct: 408.523.2100 
Fax: 408.523.2377 

For Technical Support 
If the system requires maintenance or service, please call ourTechnical Support line. In the US, 
call 1.800.876.1310, where phones are staffed 24 hours a day, seven days a week. In Europe, 
call+41.21.821.2020. 

Manufacturer 

_ Intuitive Surgical, Inc. 

•aaI 1266 Kifer Road mi Sunnyvale, CA 94086 USA 
www.intuitivesurgical.com 

1.2 About This Manual 
This manual presents representative images of the stapler instrument. The representative 
images provide instruction on the use of the product. In some cases, the aesthetics or length 
of the device shown in the representative images may be different from the product in use. 

In Europe 

Intuitive Surgical 
1, chemin des Muriers, 
1170 Aubonne, Switzerland 
Toll free: +800.0821.2020 
Direct: +41.21.821.2020 
Fax: +41.21.821.2021 
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