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Dear Ms. O'Connell: 
 
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 
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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 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 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, 
 
 
 
 

           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 -S
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See PRA Statement below.

510(k) Number (if known)
K170084

Device Name
InterLock Trocar 

Indications for Use (Describe)
The InterLock Trocar has applications in abdominal, thoracic, and gynecological minimally invasive surgical procedures 
to establish a path of entry for endoscopic instruments. The trocar may be used with or without visualization for primary 
and secondary insertions. 

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 
 

FUJIFILM New Development U.S.A, Inc.  
InterLock Trocar  

 
 
 
510(k) Owner 
FUJIFILM New Development U.S.A, Inc.  
318 Bear Hill Road 
Waltham, MA 02451 
Phone:   781-860-2463       
Contact Person: Stephen Mariano 
     Vice President/General Manager 
 
Submission Correspondent: 
Maureen O’Connell 
Regulatory Consultant 
O’Connell Regulatory Consultants, Inc. 
5 Timber Lane 
North Reading, MA 01864 
Phone: 978-207-1245 
Email: Maureen@oconnellregulatory.com 

 
Date Prepared:  March 9, 2017 

 
Trade Name of Device 
InterLock Trocar 
 
Common or Usual Name 
Trocar  

 
Classification Name 
Endoscope and Accessories; 21 C.F.R. 876.1500 
Class II 
Product Code: GCJ 
 
Predicate Devices 
Applied Medical Resources Corporation Applied Medical Modular Trocar System 
(K060096) 
 
Device Description    
The InterLock Trocar is comprised of a minimally invasive surgical trocar (outer sheath 
sleeve, inner trocar and optical obturator) and accessories (lens cleaning syringe and lens 
cleaning tube).  
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There are two tubes with a luer lock connector attached to the InterLock Trocar. The tube 
connected to the Outer sheath sleeve is used for abdominal insufflation and the other attached 
to the Inner trocar is used for the objective lens cleaning function.  
The outer diameter of the insertion portion of the outer sheath is approximately 18.5 mm and 
the overall length of the trocar is approximately 180 mm. The trocar provides two 
instruments (a 3.8 mm laparoscope and a 5 mm standard, currently marketed hand 
instrument) with access to the abdominal cavity at the same time. The design of the trocar 
allows the laparoscope to be in direct alignment with and to follow the hand instrument. This 
feature provides a surgeon with self-visualization control, meaning that the camera is in 
direct alignment or parallel to the hand instrument. Therefore, the hand instrument is always 
in the field of view of the laparoscope. The laparoscope does not need to be held by a 
surgeon. The trocar holds the laparoscope and no additional surgeon or assistant is required 
to control operation of the laparoscope.  The trocar also provides features for insufflating the 
peritoneal cavity and cleaning the 3.8 mm laparoscope lens without removing it from the 
trocar. The InterLock Trocar is for exclusive use with a 3.8 mm laparoscope. 
 
Intended Use / Indications for Use 
The InterLock Trocar has applications in abdominal, thoracic, and gynecological minimally 
invasive surgical procedures to establish a path of entry for endoscopic instruments. The 
trocar may be used with or without visualization for primary and secondary insertions. 
 
Substantial Equivalence 
The predicate device is Applied Medical Resources Corporation’s Modular Trocar System 
cleared in K060096. The intended use of the InterLock Trocar and the Applied Medical 
Modular Trocar System are the same. Both devices are trocars which have applications in 
abdominal, thoracic, and gynecological minimally invasive surgical procedures to establish a 
path of entry for endoscopic instruments. Both trocars may be used with or without 
visualization for primary and secondary insertions. Both devices are prescription devices 
used by healthcare professionals.   

There are many technological characteristics that are equivalent between the InterLock 
Trocar and the Applied Medical Modular Trocar System. There are however two minor 
differences in the technological characteristics between the InterLock Trocar and the 
predicate device; each difference is detailed below. The InterLock Trocar’s design has two 
ports, allowing for simultaneous passage of a 3.8mm low profile laparoscope and a 5mm 
endoscopic hand instrument, whereas the predicate Applied Medical Modular Trocar System 
consists of a single port for either a laparoscope or a hand instrument.  Despite this 
technological difference, bench testing established substantially equivalent performance for 
the InterLock Trocar to the predicate device. 

The InterLock Trocar design includes a technological characteristic that allows the user to 
clean (i.e. flush with saline and aspirate) the laparoscope tip while it is in the trocar. Bench 
testing established that the lens cleaning technological characteristic is effective. 
 

K170084 Page 2 of 3



Therefore, the InterLock Trocar and the Applied Medical Modular Trocar System are 
substantially equivalent. 
 
Performance Data  
Biocompatibility testing was performed to show that all patient contacting materials meet 
applicable biocompatibility standards per: 

• ISO 10993-1:2009 Biological evaluation of medical devices. Evaluation and testing 
within a risk management process. 

The InterLock Trocar is provided sterile and is intended to be single-use.  The InterLock 
Trocar is sterilized using Gamma Irradiation Sterilization. The ANSI/AAMI/ISO 11137-
2:2013 (VDmax25) Sterilization of health care products-Radiation- Part 2: Establishing the 
sterilization dose will be followed to achieve a Sterility Assurance Level of 10-6 for the 
InterLock Trocar.  

In accordance with ISO 11607-1 Packaging for Terminally Sterilized Medical Devices, 
qualification and validation of the InterLock Trocar packaging design was performed to 
document that the packaging material meets the established performance requirements and 
specifications. The shelf life for the InterLock Trocar is 6 months. In accordance with ISO 
11607-1 Packaging for Terminally Sterilized Medical Devices, shelf life of the InterLock 
Trocar  was substantiated by verifying product and package performance following aging.  

Bench testing was performed which compared the InterLock Trocar to the Applied Medical 
Modular Trocar System (predicate device) which was cleared in K060096. The testing 
provides documented evidence of substantially equivalent performance for the Interlock 
Trocar when evaluated against the Applied Medical Modular Trocar System (predicate 
device). Testing performed included insertion force, retention force, insufflation fill rate, and 
insufflation leak rate. 

Additionally, design verification testing was performed to demonstrate that the InterLock 
Trocar predictably met all product requirements and design inputs when tested under nominal 
conditions. Testing included physical measurements/tests, obturator performance, trocar 
performance and destructive tests.  

 
Conclusion 
The performance data provided in the 510(k) included bench testing comparing the InterLock 
Trocar to the predicate device, testing to demonstrate compliance with consensus standards, 
and design verification testing which demonstrated that the device met all product 
requirements and design inputs. The performance data supports that the InterLock Trocar is 
as safe and effective as the predicate device and therefore, substantially equivalent to the 
predicate device.  
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