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May 24, 2018 

 
 

SpineSmith Holdings, LLC 
Mr. Clifton Naivar 
Director, Quality and Regulatory Affairs 
4719 S Congress Ave 
Austin, Texas 78745  
 
Re:  K180807 

Trade/Device Name: Celling Aspiration Needle 
Regulation Number:  21 CFR 876.1075 
Regulation Name:  Gastroenterology-Urology Biopsy Instrument 
Regulatory Class:  Class II 
Product Code:  KNW 
Dated:  March 23, 2018 
Received:  March 28, 2018 

 
Dear Mr. Naivar: 
 
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 pr ior 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); 



 

 

Page 2 – Mr. Clifton Naivar K180807 

and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 
1000-1050. 
 
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  
 
 

A Fi it S A h M D M

Jennifer R. 
Stevenson -S3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

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

510(k) Number (if known)
K180807

Device Name
Celling Aspiration Needle

Indications for Use (Describe)
The Celling Aspiration Needle is intended for use in aspirating bone marrow.

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.”



Celling Aspiration Needle 

510(k) Summary of Safety and Effectiveness 

SUBMITTED BY SpineSmith Holdings, LLC 
4719 S. Congress Ave 
Austin, TX 78745 

ESTABLISHMENT  3006404071 
REGISTRATION NUMBER 

CONTACT PERSON Clifton (Chris) Naivar 
Director – Quality and Regulatory Affairs 
Phone:  512-637-2068 
Fax: 512-637-2096 
Email: cnaivar@spinesmithusa.com    

SUBMISSION PREPARED BY Clifton (Chris) Naivar 
Director – Quality and Regulatory Affairs 
Phone:  512-637-2068 

DATE PREPARED March 23, 2018 

CLASSIFICATION Class II 
KNW - instrument, biopsy 
876.1075 

COMMON NAME Bone and/or bone marrow aspiration/biopsy needles 

PROPRIETARY NAME    Celling Aspiration Needle 

IDENTIFICATION OF PREDICATE DEVICES: 
The Celling Aspiration Needle was determined to be substantially equivalent to the 
previously cleared Argon Bone Marrow Harvest Needle, K980196, Cleared February 
3, 1998. The Celling Aspiration Needle is contract manufactured to the same 
specifications as the predicate in the same facility, using the same methods, materials 
and packaging/sterilization as the predicate. The only difference is the color of the 
handle, needle length, and added depth markings. A secondary predicate is identified, 
Ranfac Bone Marrow Aspiration Needle, K131157, since the needle is currently being 
distributed by SpineSmith and testing was performed to ensure that it performed 
equivalent to the Ranfac needle for current customers. 
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DEVICE DESCRIPTION: 
The Celling Aspiration Needle is a single-use aspiration needle comprised of a 
stainless steel cannula with a molded plastic handle, and a stainless steel stylet with a 
molded plastic handle which mates with the cannula handle when  the stylet is 
inserted through the cannula. While holding the mated handles, the user rotates the 
needle using a clockwise-counter clockwise motion while applying pressure on the 
bone. The needle bores into the marrow cavity. Once there the stylet is removed and 
aspiration is accomplished by attaching a luer syringe (not included) to the needle and 
applying negative pressure. 

INDICATIONS: 
The Celling Aspiration Needle is intended for use in aspirating bone marrow. 

TECHNOLOGICAL CHARACTERISTICS: 
The Celling Aspiration Needle is based on the same materials and design to the 
predicate device. Both devices are comprised of stainless steel tubing for the cannula 
and stainless steel wire for the stylet. Both devices have plastic molded handles for 
the cannula and stylet that mate with each other to prevent separation. Both devices 
have side holes to maximize aspiration and both have luer lock connections enabling 
the use of standard syringes. 

TESTING: 
The Celling Aspiration Needle has undergone non-clinical testing including 
mechanical, physical, component biocompatibility analysis, and performance 
characteristics. Testing provides reasonable assurance of safety and effectiveness for 
its intended use and supports a determination of substantial equivalence to the 
predicate device. 

CONCLUSIONS: 
The comparisons and testing conducted on the Celling Aspiration Needle 
demonstrates that the device is substantially equivalent to a marketed predicate 
device which is currently in commercial distribution. Additionally, it meets all of the 
requirements of the FDA special controls guidance (Class II Special Controls 
Guidance Document: Guidance for the Content of Premarket Notifications for Biopsy 
Devices Used in Gastroenterology and Urology). 
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