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11ll. Device Name

Proprietary Name

27G x 'Az" K-Pack SurshieldiMt Needle

Classification Name

H ypodermic Single Lumen Needle
2ICFR, Section 880.5570

Classification: Class 11

11.2. Reason for Submission

This premarket notification [5 10(k)] is being submitted for the 270 x '/2" K-Pack SurshieldT" Needle
which is an addition to the existing K-Pack Surshield T" Needle inanufactured by Terumno Europe
N.V. The size of the 27G x '/2" needle is smnaller than what is currently cleared under the 25 0 x 5/8"
K-Pack Surshield TM Needle (KI 10527). The proposed 270 x 1/2' K-Pack Surshield T"Needle has a
regular wall and the cleared predicated device 25 G x 5/8" K-Pack Surshield TmNeedle has a thin
wall. This Special 5 10k is being submitted because of potential issues of safety and effectiveness
specific for a smnaller needle with a regular wall. This 5 10k will provide supporting infonination that
the 270 x '/2" K-Pack Surshield""' Needle is safe and effective and an acceptable addition to the
existing K-Pack Surshield T " Needle.

11.3. Intended Use

A single use injection needle with an integrated passive sharps protection feature designed to reduce
needle stick injury and to be used in combination with a (pre-)filled syringe for subcutaneous and
intramruscular injection.

11.4. Description

The 270 K-Pack SurshieldTM Needle is a hypodermic single lumnen needle, for single use consisting
of a stainless steel tube that is sharpened at one end and at the other end joined to a femnale luer
connector (hub) made of polypropylene designed to be connected with a mnale connector (nozzle) of a
piston syr inge. Frthermnore the needle has a passive sharps pr otection feature that covers thie



a piston syringe. Furthermore the needle has a passive sharps protection feature that covers the
cannula immediately and permanently after use. The K-Pack SurshiedTm Needle is packed in a hard
pack (cap - case) which is sealed with a perforated self-adhesive paper label.

11.5. Substantial Equivalence

The "27 G x 1/2" K-Pack SurshieldTm Needle", manufactured by Terumo Europe N.y., submitted in
this 5 10(k) file is substantially equivalent in intended use, description/specifications,
technology/principles of operation, materials and performance to the following cleared devices:

- 25G x 5/8" K-Pack Surshieldtm Needle (Kl 10527)

Any differences between the devices do not raise any significant issues of safety and effectiveness.

11.6. Summary of Verification Activities

All necessary verification and validation tests have been performed by testing the K-Pack Surhield TM

Needle 27G x 1/2" - 0.4 x 12 mmn in accordance with EN ISO 7864 (1995) and ISO 23908 (2011).
Summary of the verification activities including acceptance criteria is given in the table below:

1. Cleanliness Inspected by normal or corrected-to-normal vision without magnification under
an illuminance of 300 lx, the surface of the hypodermic needle tube shall appear
free from particles and extraneous matter.
When examined under x2.5 magnification, the hub socket shall appear free from
particles and extraneous matter.

2. Limits for acidity or alkalinity A pH for K-Pack Needles extract solution is within I unit of the control fluid.

3. Limits for extractable metals The extract solution of the K-Pack Surshield Needles has a content of
extractable metals which is, when corrected for the metal content of the control
fluid:
I Pb, Sn, Zn, Fe: <5 mg/I

Cd < 0. 1 mg/l

4. Size designation Outside diameter and nominal length are expressed in mm (and G x)

5. Colour coding Hub and label are colour coded following ISO 6009

6. Conical fitting 6% luer taper, compliant with requirements of ISO 594-1 and ISO 594-2

7. Effective needle length The effective length = nominal length + 1 mml-2 mm

8. Lubricant Needles are uniformly lubricated and the silicone is not visible as droplets on the
outside surface of the needle, the quantity will not exceed 0.25 mg/cm 2

9. Needle point The needle point of the K-Pack Surshield Needles is in the center of the bevel, is
sharp and is free from extraneous matter, burr, edges and hooks.



12. Flow rate The flow rate for this needle is 0.82 mI/mmn.

13. Visual marking indicating Visual indication:
status of safety feature Light blue = Ready for use

No colour = Shield already locked

14. Forces for activating the The force to activate the safety feature of the device is maximum 2.16 N.
sharps injury protection The force during use of the device is maximum 3.20 N.
feature

15. Forces for challenging the Once in the safe mode, the safety feature shall withstand 10 cycles of a
safety feature minimum overriding force of 80 N.

16. Challenging the safety feature Once in safe mode, the cannula tip cannot be accessed when the device is
once in safe mode stressed during a 10 cycle procedure of minimum 80 N compressive-load.

11.7. Additional Safety Information

The sterility of the 27G x 1/2" K-Pack SurshieldTm Needle is assured by using a validated sterilization
method qualified in accordance with EN ISO 11135-1:2007 "Sterilization of health care products -
Ethylene oxide - Part 1: Requirements for development, validation and routine control of a
sterilization process for medical devices" to a sterility assurance level (SAL) of 10-6 as required by
EN 556-1: "Sterilization of Medical Devices - Requirements for medical devices to be designated
"STERILE" - Part - 1: Requirements for terminally sterilized medical devices".

Ethylene oxide residual levels resulting from EtO sterilization are in compliance with EN ISO
10993-7: "Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals".

The 27G x Y/2" K-Pack Surshield"m Needle is an External Communicating Device, that can contact
tissue, bone or dentine or that can indirectly contact the blood path, Limited Exposure ( 5 24 hrs).
The devices' contacting materials were tested in accordance with the tests recommended in the FDA
General Program Memorandum #G95-1 (5/1/95): Use of International Standard ISO-10993,
"Biological Evaluation of Medical Devices Part-I: Evaluation and testing".

The expiration dating for the 27G x 1/2" K-Pack Surshield"~' Needle has been established at 5 years.
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11.8. Conclusion

The 27G x '/A" K-Pack Surshield Tm Needle manufactured by Terumo Europe N.V. and submitted in
this 510(k) file is substantially equivalent in intended use, description, specifications, and
technology/principles of operation, materials and performance to the following cleared devices:

- 25G x 5/8" K-Pack Surshield T" Needle (Ki 110527)

Any differences between the devices do not raise any significant issues of safety and effectiveness.
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DEPARTMENT OF HEALTH &, HUMAN SERVICES [ubcl -Icalib setrvice

10903 NY'"I ilpsh ire A *eluc
Docimien Control Room -\\0Q6-((
Silver Spimg. 1MD 209()3-000)

Nrs tViJ. Aerts
Mnae Regulatory Affairs
Termo ELuope N.V./
I nierleuIvenlaan 40

l3ehzium 3001

Re: Kll11797
Tradle/Device Name: 27 G x Y/2" K-Pack Sur-shiekI r%'Needle
Regulation Number: 21 CIT 880.5570
Regulation Name: I-' podermnic Single ILumen Needle
Regulatory Class: 11
ProduIct Code: F71\I
Dated: AuguLst 24, 2011
Received: Aunust 29, 2011

Dear NMrs. Aerl

We have reviewed yourL Section 5 10(k) premarket notification of intent to market the device
re ferenced above and have determined the (device is substantially CCIiivalent (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 Mvedical 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 preinarket
approval application (PN4IA). YOUImay. therefore, market the deCvice, subject to the general
controls provisions of the Act. The genera] controls provisions of'Lthe Act include
requI~irements for annual regi stration, I isti nt of devices, good InianlufactUri ng practice,
labeling, and prohibitions against misbranding and adulteration. please note: CDRI-l does
not evaluate in formation related to contract l iabi lit)' warranties. We remind YOU, however.
that device labeling Must be tru-th fuI- and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PM%,A). it may be subject to additional controls. Existing mnaj or- regulations affecting yourI
device can be found in the Code of Federal ReglationIs. Title 2 1. l~ai ts 800 to 898. I n
addition. FDA may publish further annou~ncemnt concerning N'our device in thre fecderal
Rec'istci.



'agoe 2- Mvs. Aerts

P'lease be advised that FDA's issu~ance Of a substantial equl xalence deterrim inon does not
mean that FDA has madec a deterinlationl that 'ourI deCvice corn plies Wvith otherI req a i[Cleents
ofI the Act Or anyv Federal staitutes, and reguilations administered by> other Federial agencies.
YOU mu)Lst comply)] with all the Act's requI~irelmnts, including, btit no0t limited to: reglistrationl
and listing (21 CUR Part 807); labeling (21 CFR Part 801); medlical dlevice reportinge
(reporting ofimedical device-related adverse events) (2 1 CF R 803); good mlaim faCturi n C
i~arei~e reqlLli remenlts aS Set for-th inl thle quality systemls (QS) reguIlationl (2 1 CUR Part 820);
and if appIi cable. thle electronic prtOCluct radiation Control provi si orm (Sect ions 53 1 -542 of'
the Act); 21 CUR 1000-1050.

If'\youI desire spec ifhe advice for- your device on our- labelino reguIlationl (21I CFR 'art 801I
please go to littp)://\\vv. fda-.uov/AboutFDA/Cenite-sOf'fiees/CD)R I-I/CD) Rl-Offices
/uICmI I I 5809.h il fr the Center for Devices and Radiological Heal th 's (CD RI-Is) 0f [ice of
Compl)1iance. AlIso, please note thle reCgulation entitled, "Misbranding, by referience to
prenmarket notification' (2 1 CFR1 Part 807.97). For questions regarding the reporting 61'
adverse events under the M/DR regoulation" (2]1 CUR Part 803), please go to
lhttp://\\;wvv.ldal~,(eo\/NMecdica-lfDe\vices/Saifetv/Relpoitallioblemi/dieibl"lt.ltl htor thle CDRI-I's
Off-ice of'Surve'illance and Biometrics/Division of' Postmarket Surveillance.

You may obtain other general in formation on y'our responsibilities under the Act from the
Di vision of' Silall NIManu factUrerls. In1ternoational anld ConIsumeIr Assi stance at its toll- lice
nlumber (800) 638-204 1 or (30 1) 796-7100 or at its Internet address
h1tn://wvwvw. fda.,-oy;/Med~icalI)DevieCS/RZeSOurcesfor-%o/Lnut/etidLu/C~'-Lt.1ht1m.

Sincerely yours.

Anthony D. Watson, B3.S., M.S.. M.B.A.
Director,
Division of Aiiesthesiology, General H-ospital,

Infection Control and Dental Devices
Of0fice of' Device Eval uat ion
Center for Devices arid

Radiological Health

En1closurie



Indication for Use

510(k) Number (if known): k / 9

Device Name: 27 G x 1/2" K-Pack Surshield TmNeedle

Indication For Use:

The K-Pack Sur-shieldTM Needle is a sterile hypodermic needle for single use with a
passive sharps protection feature that covers the cannula immediately and permanently
after use; and is intended for use in combination with hypodermic syringes for
subcutaneous and intramuscular injection.

Prescription Use X And/Or Over the Counter Use __

(21 CER Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-On)7
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: )K,/7C1
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