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A Fuod and Drup Administration
1 0903 New Hampshire Avenue
Documen! Conual Room  WOG6-(G609
Silver Spring, MD 20993-0002

Ms. Tania Lupu JUL - T 201
QA/QC Director

Casc Medical, Incorporated

19 Empire Boulevard

South Hackensack, New Jersey 07606

Re: K110682
Trade/Device Name: SteriTite Universal Container System and MediTray Products
Regulation Number: 21 CFR 880.6850
Regulation Name: Sterilization Wrap
Regulatory Class: II
Product Code: KCT
Dated: May 10, 2011
Received: Jume 3, 2011

Dear Ms. Lupu:

We have reviewed your Section 510(k) premarket natification of intent to macket the device
referenced above and have determined the device 1 sitbstantially 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 goneral
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 Hability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

TF your device is classified (see above) into either class II (Special Contrals) or class I
(PMA), it may be subject to additional contrels. Existing major regulations affecting your
dovice can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish [urther announcements concerning your device in the I ederal

Repister.
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Pape 2- Ms. Lupu

Please be advised that FDA’s issuance ol a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requircments
of the Act or any Fedcral 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 Parl 801); medical device reporting
(reporling of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requiremnents as set forth in the quality systems (QS) regulation (21 CFR Part £20);
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 CER Part 801},
please go to http://www.fda. sov/AboutFDA/CentersOffices/ CDRH/CDRHO{ices/uem
115809 htm for the Center for Devices and Radiological Health’s (CDRH's) Office of
Compliance. Also, please note the regulation cntitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please ga to
hitp://www.fda. EovfMadicachvices/ Safety/ReportaProblem/ default.htm for the CDREs
Office of Surveillance and 3iometrice/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 Assisiance at its toll-[ree
number (800) 638-2041 or (301) 796-7100 or at its [ntemnet address
http:ff'www.fda_gov/MedicalDevices/ResuurceﬂorYow'Industw/ defaull.him.

Sincerzly yours,

(9.

Anthony D. Watson, B.S..MS,MB.A,
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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4, Indication for Use Statement
510(k) Number (if known): K110682

Device Name: SteriTite Universal Container System and MediTray Products
Indications for use!

The SteriTite universal container system with MediTray products is a reusable sterilization
container system intended to be used to enclose other medical devices and instrumentation td
be sterilized, transported and stored by health care providers, The container consists of a
perforated base and lid with filter retention plates, and disposable polypropylene filters. The
SteriTite universal container system is com patible for use with STERRAD 100NX Sterilization
(Standard and Flex cycles). The SteriTite container has been validated with stainless steel and
porous lumens, inoculated product, insert boxes, multilevel tray systems and various inserts
including brackets, posts and partitions. The container may be used for sterilization of medical
devices including full instrument sets and mixed loads.

SteriTite universal container system is recommended to be used for sterilization of surfaces and
lumens:

- |n STERRAD 100NX Standard cycle, process stainless steel lumens instruments of 0.7
mm diameter or larger and up to 500 mm in length. .
- lu STERRAD 100NX Flexible cycle, process flexible endoscopes, PE/PTFE tumen

instruments of 21.2 mm x S835 mm.

120 days of real time Shelf life testing with handling events has been conducted for SteriTite
containers after STERRAD 100NX Sterilization.

Reuse testing was performed after 501 STERRAD 100NX Standard cycles.

Prescription Use AND/OR Over-The-Counter Use __X
(Part 21 CFR 801 Subpart D) : (21 CFR 801 Subpart c}

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

Concurrence of CORH, Office of o Vitro Diagnostic Devices (0IVD)
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The following tables identify which products with dispos

(standard and Flex) STERRAD 100NX sterilization cycle.

Table 1. SteriTite U
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Jble filter may be sterilized in each

miversal Cn;ntain:ar Sysfem in STE“P;R'AD 100NX Standard Cycle

Part Number Description Total Loaded container ]
weight (Lbs) |
SCO4FG 4" high Full-size w/ perforated base 22
SCOBFG 6" high Full-size w/ perforated base 22
SCOEFG 8” high Full-size w/ perforated base 22 a
5C04QG 4" high Mid-size w/ perfarated base 19
| 5C06Q6 6” high Mid-size w/ perforated base 19 |
5C080Q6 8" high Mid-size w/ perforated base 19
| SC0aHG [ 4" high Half-size w/ perforated base 14
| 5CO8HG | 6" high Half-size w/ perforated base 14
SCOBHG 8" high Half-slze w/ perforated base 14
SCOZNG 2" high mini long - W/ perforated base 10
SCO3NG 5" high min long size w/ perforated base 10 q
| 5C02MG 2” high mini-size w/ perforated base 6
5C03MG 3" high mini-size w/ perforated base 6 ‘J
E 5C04AMG 4" high mini-size W/ perforated base G

Nate; 5teriTite Containers have been validate

Table 2. SteriTite Unijversal Container 5

d with 10 stainless steel lumens.

ystem in STERRAD 100NX Flex Cycle

Part Number description Total Loaded container
weight (Lbs]

SCO4FG 4” high Full-size w/ perforated base 16

| 5COBFG 6” high Full-size w/ perforated base 16
SCOBFG 8" high Full-size w/ perforated base 16
5C04QG 4" high Mid-size w/ perfarated base 16
5C080G 6" high Mid-size w/ perfarated base 16
SCORQG 8” high Mid-size w/ perforated base 16
S5C04HG A" high Half-size w/ perforated base 16
SCO6HG 6” high Half-size w/ perforated base 16
SCOBHG " high Half-size w/ perforated base 16
SCOZNG 2" high mini long - w/ perforated base 10
SCO3NG 3” high mini long size w/ perforated base_| 10
SCO2ZMG 2” high mini-size w/ perforated base 6
SCO3MG 3" high mini-size w/ perforated base ' G
SCOAMG. | 4" high mini-size w/ perforated base 6

Note: SteriTite containers have been validated

container.

with 1 flexible Jumened device plus inserts per
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Table 3. MediTray Praducts Compatibility

I ———— ;
MediTray Products \ STERRAD 100NX q
Baskets
Trays L X
Insert Boxes X

Metal Brackets
. __@al partitions

’ Posts
silicone Brackets

>

X
X
X
X
X

X ]

Stringers

e

Table 4. SteriTite Accessories Compatibility

SteriTite Accessories STERRAD 100NX
SCFD2 Round filter :
SCFMO02 Rectangular filter
SC501W Tamper Evident Seals
SCLH2023 Load Card Large

SCLH2024 Load Card Small

\\\\\
|
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