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January 17, 2018 

 
 
 
Novo Nordisk Inc. 
Devraj Chakravarty 
Senior Manager, Regulatory Affairs 
P.O. Box 846 
Plainsboro, New Jersey 08536  
 
Re:  K173479 

Trade/Device Name: NovoFine® 32G Tip (0.23/0.25) x 6 mm ETW (extra thin wall) 
Regulation Number:  21 CFR 880.5570 
Regulation Name:  Hypodermic Single Lumen Needle 
Regulatory Class:  Class II 
Product Code:  FMI 
Dated:  December 12, 2017 
Received:  December 13, 2017 

 
Dear Devraj Chakravarty: 
 
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. 
 
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, 
 
 
 
Tina Kiang, Ph.D. 
Acting Director 
Division of Anesthesiology, 
   General Hospital, Respiratory, 
   Infection Control, and Dental Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

Tina 
Kiang -S
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510(k) Summary 

21 CFR 807.87(h) 
 
 

As required by 21 CFR 807.92(a) 
 

(1) Date Prepared: November 7, 2017 
 

This summary of 510(k) information is being submitted in accordance with the requirements 
of SMDA 1990 and 21 CFR 807.92. The NovoFine® 32 G Tip (0.23/0.25) x 6 mm ETW 
(extra thin wall) needle meets all applicable product standards for hypodermic single lumen 
needle products. 

 
Submitter’s Name and Address: 

Novo Nordisk Inc. 
800 Scudders Mill Road 
Plainsboro, New Jersey 08536 

 
Contact Person: 
Devraj Chakravarty 
Senior Manager, Regulatory Affairs 
Tel: 609-786-5564 
Fax: 609-681-5346 

 
(2) Name of Device: 
Proprietary Name: NovoFine® 32 G Tip (0.23/0.25) x 6 mm ETW (extra thin 

wall)  
Common or usual name: Sterile disposable hypodermic needle 
Classification Name: Hypodermic single lumen needle (21 CFR 880.5570) 
Class: Class II 
Product Code:  FMI 
 
(3) Substantial Equivalence: 

NovoFine® 32 G Tip 6 mm ETW needles are disposable needles which are substantially 
equivalent to the NovoFine® 32 G Tip 6 mm ETW cleared under K062500 and K090111. 
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No physical change has been made from K062500 cleared on November 21, 2006 and 
K090111 cleared on February 1, 2010.  The only change was to include an additional drug 
name in the indication for use statement.  
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(4) Device Description: 

NovoFine® 32 G Tip (0.23/0.25) 6 mm ETW needle is designed for single use.  Prior to giving 
an injection, the protective tab is removed from the outer needle cap of the single-use 
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disposable needle.  With the disposable needle remaining in the outer needle cap, it is then 
carefully screwed onto the injection delivery device until tight and then the needle outer and 
inner caps are removed.  Use the needles as described in the instructions for use that comes 
with the pen-injector device and as instructed by the healthcare professional. 

 
After the injection, the needle is removed from the skin.  The needle is detached from the 
injection device and disposed of in accordance with national/local regulations.  For each 
subsequent injection, a new disposable needle must be used. 
 
The instructions for use are described in the user manuals for Novo Nordisk delivery devices for 
injection and are the same for all NovoFine® needles. 

 
(5) Intended Use: 

NovoFine® 32 G Tip (0.23/0.25) X 6 mm ETW needles are intended for use with pen injector 
devices for the subcutaneous injection of insulin, liraglutide, semaglutide and somatropin. 

The intended use has been revised to include semaglutide.  Performance data was provided to 
verify compatibility with semaglutide pen injector. 

 
(6) Reprocessing, sterilization, shelf-life: 

The sterilization process is identical to the predicate K062500.  A summary of the 
sterilization information is provided below: 
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Endotoxin testing is conducted on every batch of the NovoFine® 32 G Tip (0.23/0.25) X 6 mm 
ETW (extra thin wall), with sample sizes and methods listed in USP general Chapter <161>, 
that includes and directs to the Bacterial Endotoxin test USP Chapter <85>. 

 
(7) Technological Characteristics: 
The NovoFine® 32 G Tip 6 mm ETW needle is considered substantially equivalent to the 
NovoFine® 32G Tip 6 mm ETW cleared under K062500 and K090111 in intended use, 
technology, principles of operation, materials and performance.  The physical design is 
identical and only the data that are needed to evaluate substantial equivalence are included.  
The only modification to the predicate device was to include an additional drug name in the 
intended use.  Because the device is physically identical, biocompatibility and sterility data are 
only described briefly here.  

(8) Non-Clinical Tests Performed: 
The NovoFine 32G Tip 6mm ETW needle was tested for compatibility with semaglutide 
injector (Ozempic) per ISO 11608-2. 
 
Biocompatibility standards ISO 10993-11:1993, ISO 10993-10:2002, ISO 10993-05, ISO 
10993-04, including cytotoxicity were followed. 
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(9) Clinical Tests Performed: 

No clinical tests are required. 
 

(10) Conclusion drawn from the non-clinical and clinical tests: 

Based on the design equivalency and the functional testing, the NovoFine® 32 G Tip 6 mm 
ETW is substantially equivalent to NovoFine® 32G Tip 6 mm ETW cleared under K062500 
and K090111 which is currently marketed in the United States.  The only modification to the 
predicate device was to include an additional drug name in the intended use.  

 


