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January 18, 2018 
Stryker 
Jay Nayar 
Senior Regulatory Affairs Specialist 
5900 Optical Court 
San Jose, California 95138  
 
Re:  K173866 

Trade/Device Name: Stryker AIM Light Source and SafeLight cable 
Regulation Number:  21 CFR 876.1500 
Regulation Name:  Endoscope and Accessories 
Regulatory Class:  Class II 
Product Code:  OWN 
Dated:  December 18, 2017 
Received:  December 20, 2017 

 
Dear Jay Nayar: 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include requirements for annual 
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding 
and adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. 
We remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 
Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 
1000-1050. 
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Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100).
 

Sincerely, 
 
 

            
           For Binita S. Ashar, M.D., M.B.A., F.A.C.S. 

Director 
Division of Surgical Devices 
Office of Device Evaluation
Center for Devices and Radiological Health 

 
Enclosure  
 
 

Jennifer R. Stevenson -S3
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Section 7.  510(k) Summary 

1. General Information

510(k) Sponsor Stryker Endoscopy 
Address 5900 Optical Court 

San Jose, CA 95138 
FDA Registration Number 2936485 
Correspondence Person Jay Nayar 

Sr. Regulatory Affairs Specialist 
Stryker Endoscopy 

Contact Information Email: jay.nayar@stryker.com 
Phone: 408-754-2729 

Date Prepared December 18, 2017 

2. Proposed Device
Proposed Device:
Proprietary Name Stryker® AIM Light Source and SafeLight Cable 
Common Name Light Source, Illuminator 
Classification Name Confocal optical imaging 
Regulation Number 21 CFR 876.1500 
Product Code OWN 
Regulatory Class II 

3. Predicate Device:
Proprietary Name Stryker® Infrared Fluorescence (IRF) Light Source and SafeLight 

Cable  
Premarket Notification K142310 
Common Name Light Source, Illuminator 
Classification Name Confocal Optical Imaging 
Regulation Number 21 CFR 876.1500 
Product Code OWN 
Regulatory Class II 
This device has not been subjected to a design-related recall 

4. Reference Device
Proprietary Name Stryker® Infrared Illuminating System (IRIS)[Consisting of AIM Light 

Source and IRIS Ureteral Kit ] 
Premarket Notification K151243 
Common Name Light Source, Illuminator 
Classification Name   Fiberoptic light ureteral catheter, Confocal optical imaging 
Regulation Number 21 CFR 876.4020, 21 CFR 876.1500, 
Product Code FCS, OWN 
Regulatory Class II 
This device has not been subjected to a design-related recall 
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5. Device Description

This is a Special 510(k) submission for a proposed labeling change that impacts the Stryker®
IRF Light Source and SafeLight Cable (referred to as Stryker AIM Light Source hereafter) which 
was cleared under K142310. 

The Stryker AIM Light Source is part of the Stryker® Infrared Fluorescence (IRF) Imaging 
System, which is an endoscopic illumination and imaging system for real-time high definition (HD) 
visible light and near-infrared dye fluorescence imaging of indocyanine green (ICG) during 
minimally invasive surgery. The Stryker® Infrared Fluorescence (IRF) Imaging System consists of 
the following main components: 

• A light source console and a light cable for outputting light within a visible light spectrum
as well as near-infrared light spectrum (focus of this submission).

• A camera control unit for processing near-infrared and visible light images, and a coupler
that is attached to the laparoscope and a camera head (cleared under K132785).

• A laparoscope for visible light and near-infrared light illumination and imaging (cleared
under K142310)

• An imaging agent kit containing ICG (Kit containing IC-Green® drug and Aqueous
Solvents, manufactured by Akorn (NDA 011525), cleared under K142310)

  There are no proposed changes to any other components of the Stryker® Infrared Fluorescence 
(IRF) system.  

The Stryker AIM Light Source uses an illuminator with a laser light source to illuminate the 
area of surgery. The ICG is administered intravenously prior to image obtainment. A laser light is 
illuminated to the site of the surgery using a laparoscope. Upon the absorption of laser light, the ICG 
in the vessels is excited and emits infrared light at a different wave length. The camera system 
captures the infrared emission, processes the image and displays it on a surgical display. 

The proposed labeling change is to allow the Stryker AIM Light Source to work with two 
additional kit configurations of the same imaging agent (ICG). Specifically, both device user manual 
and ICG kit Instruction for Use are updated to adequately cross-label and cross-reference the 
compatible device/ICG kit(s) per FDA guidance1. It is to be noted that Stryker Endoscopy is not the 
manufacturer of the Imaging agent kits or the ICG drug; the proposed change in labeling does not 
necessitate any change in the imaging drug formulation, dosage, rate, or route of administration.  

6. Imaging Agent Description

The proposed versions of ICG kits were previously cleared by Novadaq Technologies Inc under
K150956 and K161792. There are two configurations of the ICG kits, one includes IC-Green from 
Akorn (NDA 011525), and the other one includes Indocyanine Green for Injection, USP from 
Diagnostic Green (formerly Pulsion, ANDA 040811). Indocyanine Green for Injection, USP is the 

1 Guidance for Industry: New Contrast Imaging Indication Considerations for Devices and Approved Drug and 
Biological Products. 

Stryker AIM Light Source and SafeLight Cable – Special 510(k) Page 33



generic version of IC-Green. 

The configurations are: 

• PINPOINT PAQ® AIM (containing IC-Green®, NDA 011525);

• PINPOINT PAQ® AIM (containing Indocyanine Green for Injection, USP, ANDA
040811);

Each PINPOINT PAQ® AIM contains sufficient amounts of ICG, diluents, syringes, and 
Instructions for Use for guidance for the end user. Each configuration of the PINPOINT PAQ® AIM 
has a unique part number assigned to it, and a corresponding Instructions for Use insert. The 
Instructions for Use also have unique part numbers for ease of assembly of the PAQs and guidance 
for the end user regarding compatible imaging devices.  

7. Indications for Use

The Stryker® AIM Light Source and SafeLight Cable are indicated for use to provide real-
time endoscopic visible and near-infrared fluorescence imaging. The Stryker® AIM Light Source 
and SafeLight Cable enable surgeons to perform minimally invasive surgery using standard 
endoscope visible light as well as visual assessment of vessels, blood flow and related tissue 
perfusion, and at least one of the major extra-hepatic bile ducts (cystic duct, common bile duct and 
common hepatic duct), using near infrared imaging.  

Fluorescence imaging of biliary ducts with the Stryker® AIM Light Source and SafeLight 
Cable are intended for use with standard of care white light and, when indicated, intraoperative 
cholangiography. The devices are not intended for standalone use for biliary duct visualization.  

Please note this is the same indications for use as the previously cleared one for the Stryker 
AIM Light Source under K142310. 

8. Comparison of Technological Characteristics with the Predicate Device

The intent of this premarket submission is to modify the labeling of the Stryker® AIM Light
Source to show compatibility with two additional ICG kits. The ICG kits consist of the imaging 
agent (indocyanine green or ICG), diluents, syringes and device specific Instruction For Use. 

All proposed modifications have been assessed through thorough risk analysis, and where 
necessary, verification and validation activities were performed. These activities did not raise new 
questions of safety or effectiveness. 

Given this, the proposed Stryker® AIM Light Source is substantially equivalent to the 
respective legally marketed predicate device (cleared under K142310) in regard to intended use, 
fundamental scientific technology, operational principles, and performance attributes. 

9. Performance Testing

The modification proposed within this submission for the Stryker AIM Light source does
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not impact the performance characteristics that were cleared in the previous submissions. Bench 
testing was conducted to demonstrate the compatibility of the Stryker AIM Light Source with the 
PINPOINT PAQ® AIM . 

Please note clinical studies, animal studies, human experience, bench testing and in 
vitro testing were conducted to evaluate the safety and performance of the Stryker® IRF Light 
Source and SafeLight Cable which was cleared under K142310. Additional clinical testing is not 
required to demonstrate substantial equivalence for this submission as the proposed modification 
is primarily to the labeling to satisfy the cross labeling requirements per FDA guidance2.  

10. Conclusion
The information presented within this special premarket submission demonstrates that the

Stryker AIM Light source is compatible with the PINPOINT PAQ® AIM, and is substantially 
equivalent to the Stryker® Infrared Fluorescence (IRF) Light Source and SafeLight Cable (cleared 
under K142310). 

2 Guidance for Industry: New Contrast Imaging Indication Considerations for Devices and Approved Drug and 
Biological Products. 
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