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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

di:? 9 2005 K 05-3/?/ 0
510(k) SUMMARY

Submitted by:

Ruben Martinez

Director, Regulatory/Quality
Excelsior Medical Corporation
1923 Heck Avenue

Neptune, NJ 97753

Proposed Device:

Excelsior Sterile Field Saline Flush and Heparin Lock Flush Syringes

Predicate Device:

Excelsior Saline Flush Syringes and Heparin Lock Flush Syringes

Device Description and Statement of Intended Use:

The modification which is the subject of this Special 510(k) is
substitution of the current dust cover packaging with Sterile Field
packaging. All other aspects of the product design remain unchanged.

Excelsior Sterile Field Saline Fiush and Heparin Lock Flush Syringes
are intended for flushing IV catheters and IV tubing. This is the same
intended use previously cleared for the currently marketed Excelsior
Saline Flush Syringes and Heparin Lock Flush Syringes.

Summary of Technological Characteristics of New Device to
Predicate Device

The technological characteristics of Excelsior Sterile Field Saline Flush
and Heparin Lock Flush Syringes do not differ from the currently
marketed Excelsior Saline Flush Syringes and Heparin Lock Flush
Syringes. The devices use the same fundamental scientific
technology and have the same intended use.

Discussion of Non-Clinical Tests; Conclusions Drawn from
Nonclinical Tests

The results of testing conducted to verify the design modifications
demonstrate acceptable performance of the device.

29

Excelsior Confidential



’,v“m%.%

FOI - Page 4 of 143

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC & 2005

Mr. Ruben Martinez

Director Regulatory/Quality
Excelsior Medical Corporation
1923 Heck Avenuc

Neptune, New Jersey 07753

Re: K053120
Trade/Device Name: Excelsior Saline Flush Syringes and Heparin Lock Flush Syringes
Regulation Number: 880.5200
Regulation Name: Intravascular Catheter
Regulatory Class: I
Product Code; FOZ
Dated: November 28, 2005
Received: November 30, 2005

Dear Mr. Martinez:

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 gencral
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
Jabeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into cither class Il (Special Controls) or class i
(PMA), it may be subject to such additional controls. Existing major regulations aflecting
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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Page 2 -Mr. Martinez

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); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation contro! provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA {inding of substantial equivalence of your device to a
legally marketed predicate device results ina classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obiain 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) 443-6597 or at its Internet address

http://www,fda. gov/cdrb/industry/ support/index.htmi.

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health



Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Indications for Use Statement

510(k) Number (if known): £05 320
Device Name: Excelsior Saline Flush Syringes and Heparin Lock Flush
Syringes

Indications For Use:

Excelsior Sterile Field Satine Flush Syringes and Heparin Lock Flush
Syringes are indicated for use in flushing IV catheters and IV tubing.

T o ’7’1 f:' P
VL L Pt b)) 1
e "- o '.i /' i ’

ey, Ceneral Hosidli,
s sonbol, Deatal Liavices

. i
Prescription Use AND/OR  Over-The-Counter Use v/
(Part 21 CFR 801 Subpart D) (21 CFR 807 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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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
rena

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC & 2005

Mr. Ruben Martinez

Director Regulatory/Quality
Excelsior Medical Corporation
1923 Heck Avenue

Neptune, New Jersey 07753

Re: K053120
Trade/Device Name: Excelsior Saline Flush Syringes and Heparin Lock Flush Syringes
Regulation Number: 880.5200
Regulation Name: Intravascular Catheter
Regulatory Class: 11
Product Code: FOZ
Dated: November 28, 2005
Received: November 30, 2005

Dear Mr. Martinez:

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 1n
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.

If your device is classitied (see above) into either class Il (Special Controls) or class Il
(PMA), it may be subject to such 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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Page 2 —Mr. Martinez

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); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and 1f
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). 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-frec
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.{da.gov/cdrh/industry/support/ index.htmi.

Sincerely yours,

\lfg,’w& y ﬁ?;LAﬂ.«D na P

Chiu Lin, Ph.D.

Director

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

FOI - Page 8 of 143



FOI - Page 9 of 143

Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Indications for Use Statement

510(k) Number (if known): £05 3/2.¢

Device Name: Excelsior Saline Flush Syringes and Heparin Lock Flush
Syringes

Indications For Use:

Excelsior Sterile Field Saline Flush Syringes and Heparin Lock Flush
Syringes are indicated for use in flushing IV catheters and IV tubing.
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(Part 21 CFR 801 Subpart D) (21 CFR 807 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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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

November 23, 2005 Rockville, Maryland 20850
EXCELSIOR MEDICAL CORP. 510{k;} Number: K053120

1923 HECK AVE. Product: STERILE FIELD

NEPTUNE, NJ 07753 SALINE AND

ATTN: RUBEN MARTINEZ HEPARIN LOCK

FLUSH SYRINGES

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510 (k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled,

1Fax and E-Mail Communication with Industry about Premarket Files Under
Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be
resolved before our review of your 510(k) submission can be successfully
completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513¢(i) of the Federal Focd, Drug,

and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in ycour attempt to respond
to the deficiencieg. We believe that we have considered the least burdenscme
approach to resolving these issues. If, however, ycu believe that information
ig being requested that is not relevant to the regulatery decigion or that
there is a less burdensome way to resolve the issues, you should follow the
procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Tesues" document. It is avallable on cur Center web page at:

http://www. fda.gov/cdrh/modact/leastburdensome .html

If after 3¢ days the requested informaticn, or a request for an extension

of time, is not received, we will discontinue review of your submission

and proceed to delete your file from our review system. Please note our
guidance document entitled, "Guidance for Industry and FDA Staff FDA and
Industry Actiong on Premarket Notification (510(k)) Submissions: Effect on
FDA Review Clock and Performance Agsessment". The purpcse of this document

is Lo assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Medernization
Act. You may review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219 . html, Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office

nf Device Evaluation. If you then wish to resubmit this 510 (k)

notificaticn, a new number will be assigned and your submission will be
considered a new premarket notificaticn submisgsion.

FOI - Page 10 of 143
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Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If you have procedural or pelicy guestions, please contact the

Division of Small Manufacturers International and Consumer Assistance (DSMICA)
at (201) 443-6597 or at their toll-free number (800) 638-2041, or contact me
at {(301) 594-1130.

Sincerely yoursg,

Marjorie Shulman

Superviscr Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

FOI - Page 11 of 143



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwvd.

November (7, 2005 Rockville, Maryland 20850
EXCELSTOR MEDICAL CORP. 510(k) Number: K053120

1923 HECK AVE. Received: 07-NOV-2005

NEPTUNE, NJ 07753 Product: STERILE FIELD SALINE

ATTN: RUBEN MARTINEZ AND HEPARIN LOCK

FLUSH SYRINGES

"he Food and Drug Administration (FDA), Center for Devices

and Radiclogical Health (CDRE), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmebic Act(Act) for the above referenced product. We have assigned your
submission a unigue 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that relates
to this submission. We will notify you when the processing of your premarket
notification has been completed or if any additional information is required.
vOU MAY NOT PLACE THIS DEVICE INTO CCMMERCTAL DISTRIBUTTON UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TC DG 50.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"I'DA and Industry Actions on Premarket Notification {510(k)) Submissions:
Lffect on FDA Review Clock and Performance Assessment™. The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
htLp://www.fda.gov/cdrh/mdufma/guidance/l219.html. On August 12, 2005 CDRH
issued the Cuidance for Industry and FDA Staff: Format for Traditional and
Abbreviated 510(k)s. This guidance can be found at
http://www.fda_gov/cdrh/oivd/guidance/l567.html. Please refer to this
guidance for assistance on how to format an original submission for a
Traditiocnal or Abbreviated 510(k).

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be
considered as part of your official premarket notification submission. Also,
please note the new Blue Book Memorandum regarding Fax and E-mall Policy
entitled, “"Fax and E-Mail Communication with Industry about Premarket Files
Under Review". Please refer to this guidance for information on current fax

and e-mall practices at www.fda.gov/cdrh/ode/a02-01. html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have
other procedural or policy questions, or want information on how to check

on the status of your submission, please contact DSMICA at (301) 443-£597 or
ite toll-free number (800) 638-2041, or at their Internet address
http://www.{da.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjorie Shulman

Supervisory Consumer Safety Officer
Office of Device Evaluatlion

FOI - Page 12 of 143

81



Page 1 of 2

KOS3 20

Form Approved: OMB No. 0910-511 Expiration Date: August 31, 20035. See 1 jons for OMB §

N —
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: MD6023190-956733

FOOD AND DRUG ADMINISTRATION h ficati heck.
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your che:

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken

to properly submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration {FDA) before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payabie to the Food and Drug Administration. Remember that
the Payment |dentification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: In no case
should payment be submitted with the application.)

4. Ifyou prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the LIS Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment instructions at the following URL:
http:lew.fda.govlcdrhlmdufmaffaqs.html#aa. You are rasponsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

> 2. CONTACT NAME
1. COMPANY NAME AND ADDRESS (include name, street Ruben Martinez

i ffi d
address, city state, country, and post office co e) 21 E-MAIL ADDRESS

rmartinez{@excelsiormedical.com

EXCELSIOR MEDICAL

1923 Heck Avenue 2.2 TELEPHONE NUMBER (include Area code)
Neptune NJ 07753 732-776-7525 4100
us 2.3 FACSIMILE (FAX) NUMBER (Inciude Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 792-776-7600
201108098

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: hitp://www.fda.gov/de/mdufma

Select an application type: 3.1 Select one of the types below
[X] Premarket notification(510(k)); except for third party [X] Original Application

[ ] Biologics License Application {BLA) Supplement Types:

(1 Premarket Approval Application (PMA) [] Efficacy (BLA)

[1 Modular PMA [} Panel Track (PMA, PMR, PDP)
[1 Product Development Protocol (PDP) [] Real-Time (PMA, PMR, PDP)
[] Premarket Report (PMR} []180-day (PMA, PMR, PDF)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[ ] YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Smail Business Decision Number:

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 50, CHECK THE
APPLICABLE EXCEPTION.

{1This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates, parents, and pariner firms conditions of use for a pediatric population

[] This biologics application is submitied under secion 351 of the Public L1 The application is submitted by a state or federai

Health Service Act for a product licensed for further manufacturing use only gg:::‘lT;:ﬁ:nmy for a device that is not to be distributed

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATICON? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).)

[1YES [XI NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
$3,833.00 27-0ct-2005
Form FD'A 8601 (082003
: Close Wrndow)

Ll

[

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?vcname=Ruben... 10/27/2005 {@/é
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SPECIAL 510(k): DEVICE MODIFICATION

Modification to Sterile Saline and Heparin Lock Flush
Syringes

Excelsior Medical Corporation
1923 Heck Avenue
Neptune, New Jersey 07753

November 4, 2005

Excelsior Confidential
FOI - Page 14 of 143



Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATICN OMB No. 9010-0120
Expiration Date: May 31, 2007.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET S OMB Statement on page 5.

User Fee Payment ID Number FDA Submission Document Number (if known)
MD6023190-956733

TYPE OF SUBMISSION

Date of Submission
11/04/2005

SECTION A

PMA & HDE Supplement PDP 510{k) Meeting
! Original Submission ' Regutar (180 day) Qriginal PDP Qriginal Submission: m Pre-510(K) Mesting
| 1Premarket Report i Special Notice of Completion mTradilionai F're-IDE Meeting
[~ Modular Submission [~} Panel Track (PMA Only) Amendment to PDP [F]specia [ Pre-PMA Meeting
l Amendment ‘ 30-day Supplement m Abbreviated (Complete m Pre-PDP Mesting
” section |, Page 5)

. Day 100 Msating
[ | Agreement Mesting
] Determination Meeting

| {30-day Notice :
4 135-day Supplement | | Additional Information
; | 1Third Party

| JLicensing Agreement | {Real-time Review

B Amendment to PMA & 1 Other (spacily):
HDE Supplement
D QOther
IDE Humanitarlan Device Class | Exemption Petition | Evaluation of Automatic (Other Submission
Exemption {HDE) Class il Designation
(De Novo) .

EOriginal Submission EOriginaI Submission Qriginal Submission 1 Original Submission -, 513(g)

Amendment Amendment Additional Information i Additiona! Information ; Cthar

Supplement Supplement (dlescribe submission):

Report
Report Amsndment

Have you used or cited Standards in your submission? B Yos No (If Yes, please complete Section I, Page 5)
Company / Institution Name Establishment Registration Number (if known)
EXCELSIOR MEDICAL CORPORATION 2027791
Division Name (if applicable) Phone Number (including area cods)
{ 732 ) 776-7525
Street Address FAX Number (inciuding area code)
1923 HECK AVENUE ( 732 ) 776-7600
City State / Province ZIP/Postal Code Country
NEPTUNE NEW JERSEY Q07753 USA

Contact Name

RUBEN MARTINEZ

Contact Title Contact E-mail Address

DIRECTOR REGULATCORY/QUALITY

SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name

rmartinez@excelsiormedical.com

Division Nama (if appiicable) Phone Numbar (including area code)
Street Address FAX Number (including area code} . F

( ) R
City State / Province ZIP/Postal Code "] | Country

Contact Name —

Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 1 OF 5 PAGES

PSC Media Ars (301)443.1090  E
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SECTION D1

[ withdrawal

| ] Additional or Expanded Indications
| | Request for Extension

] Post-approval Study Protocol

'] Request for Applicant Hold

|} Request for Removal of Applicant Hold
m Request to Remove or Add Manufacturing Site

REA

m Process change:
Manufacturing
Sterilization
Packaging
Other (specify below)

SON FOR APPLICATION - PMA, PDP, OR HDE

E} Change in design, componsnt, or

specification:
Software /Hardware
Color Additive
Material
Specifications
Other {specify below)

Location change:
Manufacturer
Sterilizer
Packager

m Response to FDA correspondence:

B Labeling change:
Indications
Instructions
Performance
Shelf Life
Trade Name
Other (specify below)

m Report Submission:
Annual or Periodic
Post-approval Study
Adverse Reaclion
Device Defect
Amendment

] Change in Ownership
| Change in Correspondent
[ "{ Change of Applicant Address

D Other Reason (specify):

m New Device

[3 New Indication

[] Addition of Institution

m Expansion / Extension of Study

[]irs centification

D Terminaticn of Study

m Withdrawal of Application

m Unanticipated Adverse Eftact
Notification of Emergency Use

8 Compassionale Use Request

m Treatment IDE

m Continued Access

SECTION D2 REASON FOR APPLICATION - IDE

E Change in:

Correspondent/ Applicant
Design /Device

Informed Consent
Manufactures
Manufacturing Process
Protocol - Feasibility
Protocol - Other

Sponsor

[3 Report submission:
Current Investigator
Annual Progress Report
Site Waiver Report
Final

m Repose o FDA Letter Concerning:
Cenditional Approval
Deemead Approved
Deficient Final Fleport
Deficient Progress Report
Deficient Investigator Report
Disapproval
Request Extension of
Time to Respond to FDA
Request Meeting
Request Hearing

I:I Other Reason (spacify):

SECTION D3

G New Device

REASON FOR SUBMISSION - 510(k)

m Additicnal or Expanded Indications

m Change in Fechnology

Other Reason {specify):

Line extension

FORM FDA 3514 (6/05)
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0 ADDITIONA ORMATION Q 0 B O
Summary of, or statement concerning,

Product codes of devices to which substantial equivalence is claimed
safaty and effectiveness information
1|Foz 2 3 4 510 (k) summary attached
5 6 7 8 1510 (k) statement
Information on devices to which substantial equivalence is claimed {if known)
l 510tk) Numbar Trade or Propristary or Model Name l Manufacturer
] K962938 5 Sterile Saline Flush Syringe ; Excelsior Medical Corporation
» K023749 » Heparin Lock Flush Syringe 2 Excelsior Medical Corporation
3 3 3
4 4 4
5 5 5
6 6 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Commen or usual name or classification
21 CFR B80.5200 Catheter, Intravascular,k Therapeutic, Short-Term, Less Than 30 Days

_l’rade or Proprietary or Model Name for This Device -T\flodel Number
1 | Sterile Field Saline Flush Syringe 1
2 | Sterile Field Heparin Lock Fiush Syringe 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of cutcome)
! k962938 2 K023749 8 4 3 6
7 8 9 10 11 12
Data Included in Submission
Laboratory Testing E Animal Trials mHuman Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (if applicable) Device Class

880.5200 m Class 1 Class |l

SECTION G
Product Code

FOZ

Classification Panel
E} Cass |1l m Unclassified
Indications (from labeting}
For use in flushing IV catheters and IV tubing.
FORM FDA 3514 (6/05) PAGE 3 OF 5 PAGES
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FDA Document Number {if known}

Note: Submission of this information does not affect the need to submit a 28H
or 2831a Davice Establishment Registration form,

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
FDA Establishment Registration Number E Manufacturer m Gonfract Sterilizer

SECTIONH

Qriginal

E Add D Delets 2027791 m Contract Manufacturer m Repackager / Relabelar
Company / Institution Name Establishmant Registration Number

EXCELSIOR MEDICAL CORPORATION 2027791

Division Name (If appficable) Phone Number (including area code)

( 732 )776-7525

Street Address FAX Number {including area code)

1923 HECK AVENUE ( 732 )776-7600

City State / Province ZIP/Postal Code Country
NEPTUNE NEW JERSEY 07753 USA

Contact Name Contact Title Contact E-mail Address

RUBEN MARTINEZ DIRECTOR REGULATORY/QUALITY rmartinez@exceisiormedical.com

FDA Establishment Registration Number
m Original 9 m Manufacturer m Coniract Sterilizer
m Add m Delete m Contract Manufaciurer m Repackager / Relabeler
Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Streel Address FAX Number (including area code)
City State / Province ZIP/Postal Coda Country
Contact Name Contact Title Contact E-mail Address

FDA Establishment Registration Number
m Original g [3 Manufacturer E Contract Sterilizer
B Add I:| Delete Contract Manufacturer B Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Division Name (if applicable) Phone Number (including area cods)
Street Address FAX Number (including area code)
City State / Province ZiP/Postal Code Country
Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 4 OF 5 PAGES
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section If your application or submission cites standards or ingludes a "Declaration of Conformily to a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
QOrganization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Tille Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send ¢omments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Food and Drug Admiristration
CDRH {HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information unless it displays a currently valid OMB control

FORM FDA 3514 (6/05) PAGE 5 OF 5§ PAGES
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EXCELSIOR
MEDICAL

November 4, 2005

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Mail Center, HFZ-401

9200 Corporate Blvd.

Rockyille, MD 20850

RE: Special 510(k): Device Modification

Modification to K962938 Sterile Saline and K023740
Heparin Lock Flush Syringes cleared October 25, 1996
and May 13, 2003, Respectively

Dear Colleague:

This is to notify you of the intent of Excelsior Medical Corporation to
market Sterile Saline and Heparin Lock Flush Syringes in Sterile
Field packaging as a line extension 10 Excelsior's currently
marketed Sterile Saline and Heparin Lock Flush Syringes. The
Sterile Field Saline and Heparin Lock Flush Syringes represent a
modification to the current Sterile Saline and Heparin Lock Flush
Syringes, cleared under K962938 and K023749, on October 23,
1996, and May 13, 2003, respectively,

Common/Usual Name: Saline flush syringe and heparin lock flush
syringe

1923 Heck Avenue * Neptune NJ * 07753 * 732-776-7525 * 732-776-7600

Excelsior Confidential
FOI - Page 21 of 143 30
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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Manufacturer/Sterilizer's Name, Site, Address and
Establishment Registration Number:

Excelsior Medical Corporation

1923 Heck Avenue

Neptune, NJ 07753

Establishment registration # 2027791

Owner/Operator (firm headquarters) Address and
Establishment Registration Number:

Excelsior Medical Corporation

1923 Heck Avenue

Neptune, NJ 07753

Establishment registration # 2027791

Classification Name: Catheter, Intravascular, Therapeutic, Short-
Term Less Than 30 days

Classification Product Code: FOZ

Classification: Class Il in 21 CFR § 880.5200
Predicate Device Information:

Excelsior Saline Flush Syringe cleared under K962938 on
October 25, 1996

Excelsior Heparin Lock Flush Syringe cleared under K023740
on

May 13, 2003

Labeling:

The proposed labeling for the Sterile Field Saline Flush and
Sterile Field Heparin Lock Flush is identical to the labeling for
the predicate devices except for additional information on use of
the sterile field packaging. A copy of the proposed labeling is
provided in Attachment 1. Labeling for the predicate devices is
provided in Attachment 2.

Intended Use:

The Sterile Field Saline Flush and Sterile Field Heparin Lock
Flush syringes are intended for use in flushing IV catheters and
IV tubing. This is the same intended use previously cleared for
the currently marketed devices. An Indications for Use
Statement is provided in Attachment 3.

Excelsior Confidential
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Special 510(k): Sterile Field Packaging Modificaticn to
Saline and Heparin Lock Flush Syringes

Device Description and Comparison:

The modification which is the subject of this Special 510(k) is
replacement of the existing “dust cover” packaging for Sterile
Saline and Heparin Lock Flush Syringes with packaging that
acts as a sterile barrier. This allows the exterior surfaces of the
syringes as well as the fluid path to be sterile as long as the
packaging is not opened. All other aspects of the flush syringes
are unchanged.

The Saline Flush Syringes and Heparin Lock Flush syringes are
intended for use flushing 1V catheters and IV tubing. The
proposed modification does not affect the intended use of the
device and does not alter the fundamental scientific technology
of the device. As such, Excelsior believes that the modification
is suitable for a “Special 510(k)" submission.

A descriptive comparison of common features and the key

difference of the modified device to the predicate device is
provided below.

Common Features:

The common features of the proposed Sterile Field Saline and
Heparin Lock Flush Syringes and the current Sterile Saline and
Heparin Lock Flush Syringes are described below:

1. Same intended use

As described in the Indications for Use Statement in
Attachment 3, the proposed and current flush syringes have
the same intended use.

2. Same operating principle

There are no changes proposed to the flush syringes except for
substitution of the dust cover with the sterile field packaging.
The operating principle of the syringes remains unchanged.

3. Same fundamental scientific technology (mechanical
principle)

The proposed and current flush syringes use the same
fundamental scientific technology.

10
Excelsior Confidential
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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

4. Same flush solutions prefilled in syringes

Both the predicate and the modified syringes contain the same
solutions, i.e. 0.9% sodium chloride solution and heparin lock
flush solution, 10 units per mL or 100 units per mL.

5. Same materials

Both the predicate devices and the modified syringes contain
the same materials, except for the sterile field packaging.

6. Same sterilization process

Both the iredicate and the modified syringes are N

Key Difference:

As indicated in Common Features, there are no changes
proposed to the flush syringes except for the sterile field
packaging. The Chevron pouch is a two-part envelope, made
with one part 3.3 mil white Surgical Kraft paper and one part
1.75 mil clear PP/PET laminate. The Kraft paper contains
printed information.

Substantial Equivalence:

Excelsior believes the proposed Sterile Field Saline and
Heparin Lock Flush syringes are substantially equivalent, for
purposes of Section 510(k) of the Federal Food, Drug and
Cosmetic Act only, to the current Excelsior Saline Flush
Syringes and Heparin Lock Flush Syringes, cleared under
premarket notification K962938 on October 25,1996 and
K023740 on May 13, 2003, respectively. The modified flush
syringes have the following similarities to the predicate Excelsior
Saline Flush Syringes and Heparin Lock Flush Syringes:

Same indicated use

Same operating principle

Same design of syringe

Same solutions, i.e. 0.9% sodium chloride solution and
heparin lock flush solution, either 10 units per mL or 100
units per mL

11
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Special 510(k): Sterile Field Packaging Madification to
Saline and Heparin Lock Flush Syringes

¢ Same materials
¢ Same sterilization processes

Summary of Design Control Activities:

Excelsior has cleared 510(k)s for the two predicate devices.
Design verification testing was performed by Excelsior which
included functional, material biocompatibility, and microbial
challenge testing. Excelsior's design control activities focused
on the verification tests applicable to the sterile field packaging
and the sterilization cycle exposure time parameter required to
verify a Sterility Assurance Level of 10°.

The risk analysis methods used to assess the impact of the
modifications were analysis of the stability and sterility of the
modified device. These verification tests were performed to
ensure the modified device is as safe and effective as the
predicate device. The modified device met all acceptable
criteria. A list of the design verification tests performed follows:

Excelsior Confidential
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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Verification Tests

Modification Test Performed Acceptance Criteria

Sterile Field
Packaging

Sterile Field
Packaging

Sterile Field
Packaging

Sterile Field
Packaging

Sterile Field
Packaging

Sterile Field
Packaging

Sterile Field
Packaging

510(k) Summary:

A 510(k) summary for the proposed Sterile Field Flush syringes
is provided in Attachment 5.

Truthful and Accuracy Certification

A certification statement as required by 21 CFR § 807.87(k) is
provided in Attachment 6.

We consider our intent to market this device as confidential
commercial information and request that it be treated as such by
FDA. We have taken precautions to protect the confidentiality of
the intent to market these devices. We understand that the
submission to the government of false information is prohibited by
18 U.S. C. 1001 and 21 U.S.C. 331(q).

13

Excelsior Confidential



Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Thank you in advance for review of our application. If you have any
questions regarding this submission, please contact me.

Sincerely, .
i
4‘ Lo At

Ruben Martinez

Director, Regulatory/Quality
(732) 776-7525 telephone

(732) 776-7600 (Fax)
rmartinez@excelsiormedical.com

Attachments

14
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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

Attachment 1

PROPOSED LABELING

Excelsior Confidential
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Sterile Field Saline Flush

Quantity 2
Syrex 10mL 0.9% Sodium Chioride Injection USP

¢+ Latex Free + Preservative Free

+ Contents of Package may be dropped on Sterile Field

-Instructions for use

Contents Sterile, Non-pyrogenic in unopened and undamaged
package.Use Aseptically — For IV Flush Only. Follow CDC
guidelines and your institution’s procedures for }V
administrations.

L

oo

Inspect package integrity including protective wrapping,
syringe and tip cap. Do not use if packaging is damaged,
syringe is leaking or tip cap is missing or not fully

attached to syringe.

Remove syringes from package. Contents of package may
be dropped on sterile field.

Visually inspect the syringe and solution. Do not use if
solution contains a precipitate, particulate matter or is
discolored, cloudy or hazy.

Remove tip cap from end of syringe.

Attach blunt cannula or needle if required.

Hold syringe with tip upward, tap side for bubbles to rise,
apply and maintain pressure to plunger until all air is
expelled from the syringe (and needle or blunt cannula if
attached).

Use in accordance with any warnings or precautions
appropriate to the medications being administered. Do
not use if compatibility is in doubt.

Administer through the appropriate site a quantity of

solution for maintaining the patency of the indwelling

venous access device, in accordance with an appropriate

protocol or the recommendation of the manufacturer of

the venous access device.
Rx Only. Each syringe for Single Use Only- Discard
syringe and any unused portion of the solution.

Store at Controlled Room Temperature (15 - 30°C),
Protect from Freezing.

Sterile Field Saline Flush
Syrex Neptune, NJ

(800) 487-4276

A€



(b) (4) 10mL SFF
O® ] ]

il

Box Label Master Label
1. External lot number used. endimg in 91D 12. Top of label savs 10 ml. Sterile Field Flush
Y Expiration 5. 8 Boxes of 30 (2 perphe)
] 4. List: EO100-20

3. List number EG100-20 15, External lot number is used. ending in 91

4. Barcode present on label [6. Expiration:

5. Qty 30 Sterile Field Saline Flush ]

0. Tolerance (-.5/+1 ml.) 17. Label is white

Pouch Label 010020
. List E =20 List: -
b ; betterlsa?llg? nu(mber used. ending in 9D Lot: 19-019-5D N M\“ \“ m
~l Q. }: iration: . = Exp: 1 SEP 2007
EXpiration: Push on plunger with tipcap
:g 10. Bar code on right hand side attached to break seal
1 1. “Push on plunger with tipcap attached to break seal™ at bottom
Inner box type: 10 mL Inner Master box type: Master 10 mL
Qty 30 Sterile Field Saline Flush (two 10mL Syringes/package) =-J
Contents sterile. Contents of package may be dropped on Sterile Field. Each unopened and undamaged package, contains two % é'z
10mL (-0/+1mL) syringes of a sterile, pyrogen-free isotonic solution of .9% Sodium Chloride Injection USP, with an osmolarity : s
of 0.31mOsol/mL, pH 4.5 — 7.0. Pharmacology: 0.9% Sodium Chloride Injection USP is a sterile aqueous injection having afeanl
approximately the same osmotic pressure and composition as extracellular fluids. It is non-irritating to tissues. Indications and - a G <
Usage: For use as a sterile isotonic vehicle for IV flush only. Contraindications: Hypernatremia and fluid retention, when the E ) § S a
administration of sodium or chloride could be clinically detrimental. Precautions: If compatibility is in doubt, consult the =3 a i ?ﬂ}
appropriate specialized literature. Do not use if solution is discolored or contains a precipitate. Administration: This product o, T -
shouid be inspected visually for particulate matter and discoloration prior to use. Caution: Federal (USA) law prohibits e O 25
dispensing this device without prescription. Store at controlled room temperature (15°C - 30°C). Do not freeze. E 5 e I'E
Use Aseptically — For IV Flush Only. Follow CDC guidelines and your institution’s procedures for IV administrations. w2
See Instructions for use on each package. 'é g
S

Latex Free List: E0100-20 Made in USA
Preservative Free Lot: 19-019-9D (800) 487-4276
Exp. 1 SEP 2007 Syrex Neptune, NJ

FOI - Page 30 of 143 T

ﬂ.
ORABRAOT 1AOZO0

I




O

Alliance 10mL SFF

NDPC £ 01203 65807 10092

Box Label Master Label
1. External ot number used. ending in AA 10, External tot number s used. ending in AA
2. bxpiration: El )
3 rder number 10092 12, Sterile Field Flush Order #10092
4. Oty 30 Sterile Field Saline Flush 13, 8 Boxes of 30pke. 2 per/pkp
5. Tolerance (-.53/+1 ml) 14, Label is pink

Pouch Label

6. External lot number used. ending in AA

Lot 36-006-AA

7. Expiration: EXP 09-01-07
55 Order # 10092
8. Order # 10092 Push on plunger with tipcap
9. “Push on plunger with tipcap attached to break seal™ at bottom attached to break seal.
Inner box tvpe: Brown 10 mL Inner Master box tvpe: Master 10 mL
Qty 30 Sterile Field Saline Flush (two 10ml. Syringes/package)

Contents sterile. Contents of package may be dropped on Sterile Field. Each unopened and undamaged package, contains
two 10mL (-0/+1mL) syringes of a sterile, pyrogen-free isotonic solution of 0.9% Sodium Chloride Injection USP, with an
osmolarity of 0.3 ImQOsol/mL, pH 4.5 — 7.0. Pharmacology: 0.9% Sodium Chloride Injection USP is a sterile aqueous
injection having approximately the same osmotic pressure and composition as extracellular fluids. It is non-irritating to
tissues. Indications and Usage: For use as a sterile isotonic vehicle for IV flush only. Contraindications: Hypernatremia and
fluid retention, when the administration of sodium or chloride could be clinically detrimental. Precautions: If compatibility is
in doubt, consult the appropriate specialized literature. Do not use if solution is discolored or contains a precipitate.
Administration: This product should be inspected visually for particulate matter and discoloration prior to use, Caution:
Federal (USA) law prohibits dispensing this device without prescription. Store at controlled room temperature (15°C - 30°C).
Do not freeze.

Use Aseptically - For IV Flush Only. Follow CDC guidelines and your institution’s procedures for IV administrations.

See Instructions for use on each package.

Latex Free Exp. 09-01-07 Made in USA
Preservative Free Lot 36-006-AA (800) 487-4276

(b) (4) Order # 10092 Syrex Neptune, NJ

FOI - Page 31 of 143

8 Boxes of 30pkg, 2 per pkg
STORE AT CONTROLLED R0OOM TEMPERATURE
15°C 10 30C

Lot 36-006-AA EXP 09-01-07
Sterile Field Flush Order # 10092
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Special 510(k): Sterile Field Packaging Maodification to
Saline and Heparin Lock Flush Syringes

Attachment 2

PREDICATE DEVICE LABELING

Excelsior Confidential
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BRI/ Syvrex SmL 10 Unit

Film barcode # 30003

Box Label
1. External lot number used. ending in BB
2. Expiration:
3. Item# 313602
)
5. Oty 100 is not oo close to top cdge
6. Top of label says Syrex 5 ml. — Heparin Lock Flush
Solution. 10 Units/ml.
7. Label is blue

Inner box type: 5/12 Inner
(1 bundle packages 75.000 syringes)

Qty. 100
Syrex SmL — Heparin Lock Flush Solution, 10 Units/mL

For IV Flush Only For Single Use Only

Store at 20°-25°C (68°-77°F); excursions permitted to 15° 30°C
(59°-86°F). Protect from freezing.

CAUTION: Federal (USA) law restricts this device to sale by or on
the order of a physician.

Push on plunger with tipcap attached to break seal.

See package insert for additional information.

Recommendation:

A slower administration rate is recommended to minimize a
possible unpleasant taste some patients may experience.

Made in USA Latex Free

Syrex, LLC Preservative Free
Neptune, NJ Terminally Sterilized

(800) 487-4276 Exp. 02-0