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Figure 4. Placement of CCU and light source (example) 

 
1. Tower monitor: Images are displayed on this monitor. 
2. NIR handheld camera control unit (CCU): Placed atop the NIR handheld 
camera light source. 
3. NIR handheld camera light source: Placed on the accessory shelf of the Tower. 
4. Tower touchscreen: Used to modify display settings. 
 

 
• The indicators include: 

o “LASER ON” status indicator 
o Laser symbol on the LCD display 
o Green-colored button backlights 

• Refer to the Near Infrared Handheld Camera System User Manual (PN 557076-
03) for recommended placement of the NIR Handheld Camera system 
components. 

• Prior to placing the device on the patient or sterile drapes, confirm that the 
Light Source is in Standby Mode, as indicated by white-colored button 
backlights and “Standby” on the LCD display. 

• Press and hold the green “up arrow” button on the Camera Head for 
approximately 2.5 seconds to deactivate the light source. 

• As a reminder, please be aware of the following Cautions stated in the 
Handheld Camera Light Guide IFU (Schoelly’s reference: TPA037-460-176; 
Intuitive’s reference: PN 558610-01): 
o Do not touch light guide connections 
o Do not allow the distal end of the light guide to come into contact with 

patient tissue or with combustible or heat-sensitive materials 
o Do not leave light guide unsupervised while light is being transmitted from 

the light source 
 
Please display this communication with your systems; ensure it is in a place likely to be 
seen/viewed by operators. 
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Position: 
 

Robotics Coordinator 

Operating Room Director 

Risk Manager 

Surgeon 

Other:   ________________ 

ACKNOWLEDGMENT FORM 
New Field Safety Notice - Urgent Medical Device Correction 

da Vinci® 5 (dV5) System equipped with the Near Infrared (NIR) 
Handheld Camera (ISIFA2026-03-C) 

Ship-to: 
Hospital Name:  ________________________________________________________________________________ 

Address: ______________________________________________________________________________________ 

City, State, Zip: _________________________________________________________________________________ 

SFID: _________________________________________________________________________________________ 

ATTENTION: ___________________________________________________________________________________ 

PLEASE COMPLETE ALL REQUESTED INFORMATION AND RETURN IMMEDIATELY 
 

1. I have received and read this notice. 
2. I have ensured all appropriate personnel are fully informed of the contents of this notice. 
3. I will contact Intuitive if I have any questions. 

 
Hospital name:    ________________________________________ 

 

Name (print): ________________________________________ 

 

Signature: ________________________________________ 

 

Phone Number:   ________________________________________ 

 

Email: __________________________________________________ 

 

Date:                     _________________________________________ 

 
PLEASE EMAIL THIS ACKNOWLEDGEMENT FORM TO Intuitive  

ATTN:  REGULATORY COMPLIANCE FIELD ACTIONS 
Subject line for email: Field Safety Corrective Action 

da Vinci® 5 (dV5) System equipped with the Near Infrared (NIR) Handheld Camera (ISIFA2026-03-C) 
Email:   

Customer Service:  

Confidential business information

Confidential business information
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Appendix A: Example Product Label  
 
The green boxes on the example label below specifically highlight the Part Number and Serial Number to 
assist you in locating these fields on your product. 
 

Affected Part Numbers: 470653-01 and 470653-02 
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Poland 470653-03 1171067 
Romania 470653-03 1168966 
Romania 470653-03 1171064 

Spain 470653-03 1164406 
Spain 470653-03 1157751 
Spain 470653-03 1168969 
Spain 470653-03 1166266 
Spain 470653-03 1161054 

Switzerland 470653-03 1168951 
Switzerland 470653-03 1159326 
Switzerland 470653-03 1159332 
Switzerland 470653-03 1159324 

Turkey 470653-03 1200644 
United Kingdom 470653-03 1157120 
United Kingdom 470653-03 1166283 
United Kingdom 470653-03 1178539 
United Kingdom 470653-03 1179233 
United Kingdom 470653-03 1168964 
United Kingdom 470653-03 1171025 
United Kingdom 470653-03 1171027 
United Kingdom 470653-03 1195923 
United Kingdom 470653-03 1197696 
United Kingdom 470653-03 1197697 
United Kingdom 470653-03 1197703 

 
 
 

 




