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Dear Kate Ueda, JD: 

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.
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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. 
 
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education (DICE) at its toll-free number  
(800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 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. 
 
You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or 
(301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 
 
    Sincerely yours, 
 
 

 
for Malvina B. Eydelman, M.D. 

Director 
Division of Ophthalmic and Ear, 
 Nose and Throat Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure  
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Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)
K172375

Device Name
MicroSTAAR Injector System Cartridge, Model CQ

Indications for Use (Describe)
The MicroSTAAR®  Injector System Cartridge, Model CQ is a device intended to fold and insert STAAR Surgical 
Company Collamer® aphakic 3-piece Intraocular Lenses for surgical placement in the eye.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”



510(k) Summary 
 

This summary document has been prepared in accordance with section 21 CFR 807.92(c). 

 

The submitter of the 510(k) is: 

 

Owner’s Name:  STAAR Surgical Company 

Address: 1911 Walker Avenue 

 Monrovia, California 91016 

Contact Person:   Kate Ueda 

Title:      Manager of Regulatory Affairs 

Phone:  626.303.7902 ext. 2316 

Email:  kueda@Staar.com 

 

Date Summary Prepared:   August 4, 2017 

 

 

A. Subject Device: 

Trade name: MicroSTAAR® Injector System Cartridge, Model CQ 

Common Name: Intraocular Lens Injector Cartridge 

Classification Name: Folders & Injectors, Intraocular Lens (IOL) 

Class: Class I – MSS, 21 CFR 886.4300 

 

B. Predicate Device:  

MicroSTAAR
TM

 Injector System Cartridge, K101782 is used as the predicate device for this 

Special 510(k) Notification.  There are three (3) models cleared in K101782, SFC-45, SFC-25, 

and the CQ Cartridge.  This Special 510(k) Notification addresses a design modification of the 

model CQ Cartridge only. 

 

C. Device Description:  

The MicroSTAAR Injector System Cartridge, Model CQ (also referred as “MicroSTAAR 

Injector CQ Cartridge” or “CQ Cartridge”) is intended to facilitate the loading, folding and 

insertion of the STAAR Surgical Collamer
® 

3-piece Intraocular Lens (IOL) into the human eye 

following cataract extraction.  The model CQ Cartridge is a single use device designed 

specifically to be used with the reusable MicroSTAAR MSI-PM or MSI-TM injector to deliver 

the STAAR Surgical Collamer
® 

3-piece (IOL).  The CQ Cartridge is composed of polypropylene 

and is terminally sterilized using Ethylene Oxide.  

 

D. Indications for Use:  

The MicroSTAAR® Injector System Cartridge, Model CQ is a device intended to fold and 

insert STAAR Surgical Company Collamer
®
 aphakic 3-piece Intraocular Lenses for surgical 

placement in the eye. These are the same indications for use as the predicate model CQ 

Cartridge. 

 



E. Summary of Technological Characteristics 

The MicroSTAAR Injector System Cartridge, Model CQ is a single use polypropylene cartridge 

designed to be used with the reusable MicroSTAAR MSI-PM or MSI-TM injector to fold and 

deliver the STAAR Surgical Collamer® 3-piece (IOL) in the human eye. It is identical in design, 

dimensions, processing and packaging as the predicate device. The only difference is the 

polypropylene formulation composing the device. The following table provides a comparison to 

the predicate device.  

 

COMPARISON OF PREDICATE DEVICE TO THE PROPOSED DEVICE 

Characteristic 

 

Predicate Device  Subject Device 

MicroSTAAR
TM

 Injector System Cartridges  

K 101782 

Proposed MicroSTAAR
 

Injector System Cartridge 

Model CQ  

Indications for use The MicroSTAAR
TM

 Injector System Cartridges is a device 

intended to fold and insert STAAR Surgical Company 

Collamer
®

 phakic and aphakic one-piece and 3-piece Intraocular 

Lenses for surgical placement in the eye.  

Same  

(As modified for the model 

CQ cartridge only- 

The MicroSTAAR
® 

Injector 

System Cartridge, Model 

CQ is a device intended to 

fold and insert STAAR 

Surgical Company 

Collamer
® 

aphakic 3-piece 

Intraocular Lenses for 

surgical placement in the 

eye.) 

 

Contraindications Use of the MicroSTAAR Injector with other intraocular implants 

and cartridges that have not been tested or approved for use with 

the MicroSTAAR Injector System and Cartridges 

Same 

 

Anatomical site The human eye Same 

 

Injector 

configuration 

(single use) 

The MicroSTAAR Injector Cartridges are used in conjunction 

with appropriate injector systems with 1-piece and 3-piece 

phakic and aphakic Collamer lenses.  

Same 

(As modified for the model 

CQ cartridge only) 

How is the device 

used 

The lens is placed into the loading area of the cartridge and 

folded shut. Then the cartridge is loaded onto the injector. When 

the injector is advanced, the lens is ejected from the cartridge 

nozzle into the human eye. 

Same 

 

Single use? The MicroSTAAR Injector Cartridges are intended for single 

use only 

Same 

 

Is the product 

sterile? 

The MicroSTAAR Injector Cartridges are supplied sterile Same 

 

How sterilized Ethylene Oxide (EtO)  Same 

 

How supplied The MicroSTAAR Injector Cartridge is placed in a tray, sealed 
with a Tyvek lid and labeled.  The tray is sealed in a pre-printed, 

labeled Tyvek pouch and terminally sterilized.  

Same 
 



The technological characteristics of the modified CQ Cartridge are substantially equivalent to 

the predicate CQ Cartridge, cleared in K101782.  As demonstrated above, the modified and 

predicate CQ Cartridges share the same intended use, indications, operating principle, design, 

packaging and sterilization method.   

 

F. Brief Summary of Nonclinical Test and Results:  

 

Results from validation testing of the modified MicroSTAAR Injector CQ Cartridge demonstrate 

that the cartridge functions as intended.  In accordance with applicable tests in ISO 11979-

3:2012 Ophthalmic implants -- Intraocular lenses -- Part 3: Mechanical properties and test 

methods (i.e., Section 5, Recovery of Properties following simulated surgical manipulation), 

intraocular lenses recovered to specifications after being folded and deformed by the cartridge.   

 

A shelf-life study was initiated and is on-going for the modified cartridge under real time and 

accelerated conditions in accordance with applicable tests in ISO 11979-6:2014, Ophthalmic 

implants -- Intraocular lenses -- Part 6: Shelf-life and transport stability testing.   

 

The CQ Cartridge composed of the modified polypropylene formulation has been tested for 

biocompatibility to ensure that the new material formulation meets the requirements of ISO 

10993-1:2009, Biological evaluation of medical devices - Part 1: Evaluation and testing within a 

risk management process, and the FDA Guidance for Industry and Food and Drug 

Administration Staff dated June 16, 2016, “Use of International Standard ISO 10993-1, 

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk 

management process”.   

 

G. Conclusions Drawn from Non-clinical Studies 

 

A summary of the results of the non-clinical studies is provided below.  

 

Non-Clinical Study Results 

Study Result Is the Subject Device 

as safe and effective as 

the Predicate Device?  

Recovery of Properties The change in material formulation does 

not impact the performance characteristics 

of the cartridge or lens. 

Yes 

Shelf-Life The change in material formulation does 

not impact the performance characteristic 

of the cartridge over the stated shelf life. 

Yes 

Biocompatibility  
The biocompatibility tests performed on the 

modified formulation model CQ cartridge 

met all acceptance criteria.  

Yes 



The data generated from the non-clinical studies of the modified MicroSTAAR Injector 

cartridge, Model CQ support the subject device substantial equivalence to the predicate 

device.  

The comparison of technical characteristics and data generated from the non-clinical studies 

demonstrate the substantial equivalence of the subject device and the predicate device.  

 


