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Trade Name: 0.9% Sodium Chloride Injection, USP, RD PosiFushTM SP Syringe
0.9% Sodium Chloride Injection, USP, BD PosiFlushTM SF Syringe

Common Name: 0.9% Sodium Chloride Injection Flush Syringe

Classification Name: Saline, Vascular Access Flush (Class 11, 21 CER §880.5200)

Product Code: NGT

Predicate Device: K121050
0.9% Sodium Chloride Injection, USP, BD PosiFushTM SP Syringe
0.9% Sodium Chloride Injection, USP, RD PosiFlushTM SF Syringe

Device Description
The 0.9% Sodium Chloride Injection, USP, RD PosiFlush M SP and SF Syringe (also referred to as BD
PosiFlush"" SP and SF Syringe) is a three-piece, sterile, single use syringe with a 6% (luer) connector
prefilled with 0.9% sodium chloride injection, USP, and sealed with a tip cap. The RD PosiFushTM SP

Syringe is provided with a sterile fluid path, and the RD PosiFlushTM SF Syringe is provided externally
sterile for use on a sterile field. Both configurations are sterilized via moist heat. The modified RD
PosiFushTM SP Syringe and BD PosiFlushTM SF Syringe, the subject of this 5 10O(k), includes a new resin
material in the barrel of the prefilled syringe.

Intended Use
The 0.9% Sodium Chloride Injection, USP, BD PosiFushTM SP Syringes and 0.9% Sodium Chloride
Injection, USP, RD PosiFushTM SF Syringes are intended to be used only for the flushing of indwelling
vascular access devices. Catalog Number 306547 10 mL 0.9% Sodium Chloride Injection, USP, BD
PosiFlushTM SP Syringes are generally compatible for use with syringe pumps.

Technological Characteristics
The subject RD PosiFushTM SP and SF Syringe is equivalent to that of the predicate BD PosiFlushTM SP

and SF Syringe in intended use, materials and performance characteristics. The new syringe barrel resin
material does not raise any new questions regarding safety or effectiveness.



Element of Comparison Equivalence
Barrel Equivalent to predicate.

,37 Plunger Rod Identical to predicate
8 Stopper Identical to predicate.

'nStopper Lubricant Identical to predicate.
________Tip Cap Identical to predicate.

Solution Identical to predicate.
Sterilization Method Identical to predicate.

Sterile Identical to predicate.
S AL LIdentical to predicate.
Shelf Life IIdentical to predicate.

Non-Clinical Testing
BD has performed the following non-clinical testing based on the risk analysis conducted and the results
of these tests demonstrate that the BD PosiFlushTM SP and SF Syringe performed in an equivalent manner
to the predicate device and is safe and effective when used as intended.

Performance Characteristic Acceptance Criteria
No Dye in Solution

Container Closure Integrity No Leakage in the luer well or tip threads
No Leakage Past the Stopper Ribs
No Dye Between Stopper Ribs

Functional Testing Break Loose Force Equivalence to Predicate
Break Out Force Eqiaec t rdct
Sustaining Force Equivalence to Predicate
Retaining Ring Force Equivalence to Predicate

TipCapRemvalForce Equivalence to Predicate
Bacterial Endotoxin Per USP Monograph, Sodium Chloride
Particulate Mailer Injection

Sodium Chloride Assay of NaCl
Injection, USP, Testing Heavy Metals

Iron
pH ______________

Per IS0]10993 Series
Biocompatibility Testing LC/DAD/MS, GC-MS, ICP; acceptable

___________________________________________extractable test.

Clinical Testing
Clinical testing was not required for this submission.

Substantial Equivalence Statement
The 0.9 % Sodium Chloride Injection, USP, BD PosiFlushTM SP Syringes and 0.9 % Sodium
Chloride Injection, USP, BD PosiFlushTM SF Syringes are substantially equivalent in intended use,
principles of operation and technology, design and materials, and performance. The modified
device does not raise new concerns of safety and effectiveness.



Conclusion
The 0.9 % Sodium Chloride Injection, US?, RID PosiFlushTM S? Syringes and 0.9 % Sodium
Chloride Injection, USP, BD PosiFlushTM SF Syringes have been validated to meet the established
performance criteria. The results of the analysis and verification studies demonstrate that the RD
PosirlushTM SP and SF Syringes perform as intended and based on the non-clinical tests performed the
subject device is as safe, as effective and performs as safely and effectively as the legally marketed
predicate devices.
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Dear Ms. Hoshino

We have reviewed your Section 510(k) premarket notiflcation of intent to market thle device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated in thle 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 ofthc Act include requirements for annual registration, listing of'
devices, good manu factudring practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you, however, that device labecling must be truthful and not misleading.

If Your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting Your device can be
Ibuind in the Code of Federal Regulations, 'litle 2 1, 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 (repobrting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER 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 Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 63 8-2041 or (301) 796-7 100 or at its Internet address
httD://www.fda.glov[MedicalDevices/ResourcesforYou/lndustav/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR 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.R-ov/McdicalDevices/Safetv/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 Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/indtistrv/default.htm.

Sincerely yours,

Tejubri Purohil-Sheth, M.D.
rqasM G'mfitShhth Z(D. Clinical Deputy Director

DAGRIDIODEICDRH FOR

Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Ornice of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use Statement

510(k) Number (if known): K141311I

Device Name: 0.9% Sodium Chloride Injection. USP. BD PosiFlush h SP Syringe
0.9% Sodium Chloride Injection. UISP. BID PosiFlush h SF Svdinpe

Indications for Use:

The 0.9% Sodium Chloride Injection, USP, BD PosiFlushTh SP Syringes and 0.9%
Sodium Chloride Injection, US?, BD PosiFlushTh SF Syringes are intended to be used
only for the flushing of indwelling vascular access devices, Catalog Number 306547 10
mL 0.9% Sodium Chloride Injection, USP, BID PosiFlushTh SP Syringes are generally
compatible for use with syringe pumps.

Prescription Use X N/l Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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