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Section 5 - Summary of Safety and Effectiveness

510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

Submitter: I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA. 962630

Contact: Shane Noehre
Director, Regulatory Affairs
I-Flow Corporation

Trade Names: ON-Q Pump, ON-Q Pump with Select-A-Flow,
ON-O Pump with OnDemand

Common Name: Elastomeric Infusion Pump

Existing Device: I-Flow Elastomeric Pump (K052117)

Design Change: This Special 510(k) submission proposes an increase in the maximum fill
volume from 500 to 770 ml.

Device The ON-Q Pump consists of an elastomeric pressure source with an
Description: integrated administration line. Fill volumes range from 50 to 770 ml. Flow

rates range from 0.5 to 250 ml/hr. The administration line typically consists
of fixed flow rate control tubing or orifice but may contain any of the
following optional features:

• Select-A-Flow component that provides a range of flow rates that may
be dialed depending on the needs of the healthcare professional.

* Bolus component (e.g. OnDemand) that provides basal and/or bolus
delivery.

* Y-adapter component that may split the administration line into two or
more delivery sites. The Y-adapter component may also be used to
provide a combination of options (such as both the Select-A-Flow and
OnDemand components) for one delivery site.

· Air and particulate eliminating filter.
The pump may be sold as a kit with additional medical devices or
accessories such as the following:

* Catheter, introducer needle, Tunneler, syringe, dressing, filling
extension set, carry case, E-clip, nerve block accessories, etc.

Indications for Use 1. The ON-Q Pump is intended for continuous and/or intermittent delivery of
medication (such as local anesthetics or narcotics) to or around surgical
wound sites and/or close proximity to nerves for preoperative,
perioperative and postoperative regional anesthesia and pain
management. Routes of administration may be intraoperative,
perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use
and pain when used to deliver local anesthetics to or around surgical
wound sites or close proximity to nerves when compared with narcotic
only pain management.

Technology There is no change in fundamental scientific technology. The design
Comparison: remains the same as previously cleared devices.
Conclusion: The ON-Q Pump with fill volumes up to 770 ml are substantially equivalent

to the existing I-Flow elastomeric pumps currently marketed.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Mr. Shane Noehre JAN 2 62007
Director of Regulatory Affairs
I-Flow Corporation
20202 Windrow Drive
Lake Forest, California 92630

Re: K063530
Trade/Device Name: ON-Q-Pump
Regulation Number: 21 CFR 880.5725
Regulation Name: Infusion Pump
Regulatory Class: 1i
Product Code: MEB
Dated: December 28, 2006
Received: December 29, 2006

Dear Mr. Noehre:

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.

If your device is classified (see above) into either class II (Special Controls) or class III (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. Noehre

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 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-free number (800)
638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html

Sincerely yours,

C-~hiu Lin hD

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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Special 510(k) - ON-Q Pump
Section 4 - Indications For Use

Applicant: I-Flow Corporation

510(k) Number (if known): K063530

Device Name: ON-Q Pump

Indications For Use:

1. The ON-Q Pump is intended for continuous and/or intermittent delivery of medication
(such as local anesthetics or narcotics) to or around surgical wound sites and/or
close proximity to nerves for preoperative, perioperative and postoperative regional
anesthesia and pain management. Routes of administration may be intraoperative,
perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use and pain
when used to deliver local anesthetics to or around surgical wound sites or close
proximity to nerves when compared with narcotic only pain management.

Prescription Use X AND/OR Over-The-Counter Use
(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)

62rczvt-c
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DEPARTMENT OF HEALTH & HUMAN SERVICESPulcHatSeve

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 2 6 200?
Mr. Shane Noehre
Director of Regulatory Affairs
I-Flow Corporation
20202 Windrow Drive
Lake Forest, California 92630

Re: K063530
Trade/Device Name: ON-Q-Pump

Regulation Number: 21 CFR 880.5725

Regulation Name: Infusion Pump
Regulatory Class: II
Product Code: MEB
Dated: December 28, 2006
Received: December 29, 2006

Dear Mr. Noehre:

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.

If your device is classified (see above) into either class 11 (Special Controls) or class III (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. Noehre

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 80 1); 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.

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-free number (800)

638-2041 or (240) 276-3150 or at its Internet address

http://www.fda. gov/cdrh/indastrv/suppiort/index.html

Sincerely yours,

~Chiu LU~Ph.
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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Special 510(k) - ON-Q Pump
Section 4 - Indications For Use

Applicant: I-Flow Corporation

510(k) Number (if known): K063530

Device Name: ON-Q Pump

Indications For Use:

1. The ON-Q Pump is intended for continuous and/or intermittent delivery of medication

(such as local anesthetics or narcotics) to or around surgical wound sites and/or

close proximity to nerves for preoperative, perioperative and postoperative regional
anesthesia and pain management. Routes of administration may be intraoperative,
perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use and pain
when used to deliver local anesthetics to or around surgical wound sites or close
proximity to nerves when compared with narcotic only pain management.

Prescription Use X AND/OR Over-The-Counter Use

(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)

C~~~szz7.3

FOI - Page 9 of 251



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.

December 28, 2006 Rockville, Maryland 20850

I-FLOW CORP. 510(k) Number: K063530
20202 WINDROW DR. Product: ON-Q,
LAKE FOREST, CA 92630 PAINBUSTER,
ATTN: JAMES J. DAL PORTO C-BLOC,

SELECT-A-FLOW,

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,
"Fax 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/a02-0l.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 Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision 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 Issues" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.
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If after 30 days the additional information (AI), 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
(21 CFR 807.87(1)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment". If the submitter does submit a
written request for an extension, FDA will permit the 510(k) to remain
on hold for up to a maximum of 180 days from the date of the AI request.
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. 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 of Device Evaluation. If you then wish to resubmit this
510(k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.
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 policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health
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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 30, 2006 Rockville, Maryland 20850

I-FLOW CORP. 510(k) Number: K063530
20202 WINDROW DR. Received: 29-NOV-2006
LAKE FOREST, CA 92630 Product: ON-Q, PAINBUSTER,
ATTN: JAMES J. DAL PORTO C-BLOC,

SELECT-A-FLOW,
ONDEMAND, HOMEPUMP,

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,
(510(k)), you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, if the 510(k)
submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

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 510(k)
submission.

Please note the following documents as they relate to 510(k) review:
1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actions
on Premarket Notification (510(k))Submissions: Effect 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 (MDUFMA). Please review this document at
www.fda.gov/cdrh/mdufma/guidance/1219.html. 2)Guidance for Industry and
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s".
This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html.
Please refer to this guidance for assistance on how to format an original
submission for a Traditional or Abbreviated 510(k). 3)Blue Book
Memorandum regarding Fax and E-mail 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-mail
practices at www.fda.gov/cdrh/ode/a02-0l.html.

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA

%~o
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resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, HDE) with an electronic
copy. For more information about the program, including the formatting
requirements, please visit our web site at
www.fda.gov/cdrh/elecsub.html.
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Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/",.
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 638-2041, or at
their Internet address http://www. fda.gov/cdrh/dsma/dsmastaf.html. If
you have policy or procedural questions, please contact anyone on the
510(k) Staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Office of Device Evaluation
Center for Devices and Radiological Health
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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 24, 2006 Rockville, Maryland 20850

I-FLOW CORP. 510(k) Number: K063530
20202 WINDROW DR. Received: 22-NOV-2006
LAKE FOREST, CA 92630 Product: ON-Q, PAINBUSTER,
ATTN: JAMES J. DAL PORTO User Fee ID Number: 6028640

SELECT-A-FLOW,
The Food and Drug Administration (FDA) Center for Devices andHOMEPUMP,
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act (Act) for the above referenced product. We have
assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act
of 2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall
be considered incomplete and shall not be accepted for filing until fees
have been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k)
cannot be filed and has been placed on hold. Please send a check to one
of the addresses listed below:

By Regular Mail By Private Courier(e.g.,Fed Ex, UPS, etc.)
…..........................................

Food and Drug Administration U.S. Bank
P.O. Box 956733 956733
St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User Fee
Cover sheet should be included with the check. A copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (240)276-4025
referencing the 510(k) number if you have not already sent it in with
your 510(k) submission. After the FDA has been notified of the receipt
of your user fee payment, your 510(k) will be filed and the review will
begin. If payment has not been received within 30 days, your 510(k) will
be deleted from the system. Additional information on user fees and how
to submit your user fee payment may be found at www.fda.gov/oc/mdufma.
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In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDAresources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy ofany premarket submission (e.g., 510(k), IDE, PMA, or HDE) with anelectronic copy. For more information about the program, including the
formatting requirements, please visit our web site at
www.fda.gov/cdrh/elecsub.html.

Please note that since your 510(k) has not been reviewed, additionalinformation may be required during the review process and the file may beplaced on hold once again. If you are unsure as to whether or not youneed to file a 510k Submission with FDA or what type of submission to
submit, you should first telephone the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA), for guidance at
(240) 276-3150 or its toll-fee number (800)638-2041, or contact them at
their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you maysubmit a 513(g) request for information regarding classification to theDocument Mail Center at the address above. If you have any questions
concerning receipt of your payment, please contact Christina Zeender at
Christina.Zeender If you have questions regarding thestatus of your 510(k) Submission, please contact DSMICA at the numbers or
address above.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiological Health
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Special 51 0(k) - I-Flow Elastomeric Pump
Section 0 - Table of Contents
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Special 510(k) - I-Flow Elastomeric Pump
Section 1 - User Fee Form FDA 3601

Section I - Medical Device User Fee Cover Sheet

<go to next page>
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FOI - Page 20 of 251



Store: null 
Page I of I

FOT, Aplm,vl MB3 No. 3091511 I xaradon IDale: Augu'i 3I. 2,1210 _ Se Ii fl liT1 Ior (3MB SilalnnI
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:  FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET nWita the Payment Identification number on your check.A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be takento 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 payable to the Food and Drug Administration. Remember thatthe Payment Identification 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 caseshould payment be submitted with the application.)
4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lcckbox956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US 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//www.fda.gov/cdrh/mduhma/faqs.html#3a. You are responsible 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.
1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAMEaddress, city state, country, and post office code) Shane Noehre

2.1 E-MAIL ADDRESSI FLOW CORP 
 20202 WINDROW DRIVE

LAKE FOREST CA 92630 2.2 TELEPHONE NUMBER (include Area code)US  
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3   X) NUMBER (Include Area code)  
3.  OF PREMARKET APPLICATION (Select one of the following in  column; if you are unsure, please refer to the applicationdescriptions at the following web site: http:/Avww.fda.gov/dc/mdufma

Select an application type: 3.1 Select one of the types belowiX] Premarket notification(51o(k)); except for third party [ Original Application
[] Biologics License Application (BLA) Supplement Types:(I Premarket Approval Application (PMA) [ Efficacy (BLA)[) Modular PMA II Panel Track (PMA, PMR, PDP)fj Product Development Protocol (PDP) I] Real-Time (PMA, PMR, PDP)[] Premarket Report (PMR) [I 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[ I YES, I meet the small business criteria and have submitted the required [Xj NO, I am not a small businessqualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THEAPPLICABLE EXCEPTION.[ I This application is the first PMA submitted by a qualified small business, [ I The sole purpose of the application is to supportincluding any affiliates, parents, and partner firms conditions of use for a pediatric population
[ ] This biologics application is submitted under secion 351 of the Public [ ] The application is submitted by a state or federalHealth Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributed

commercially

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

[]YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMIT-FED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)

 17-Nov-2006

"Close Window" Print Cover sheet   : : >
Confidential I-Flow Corporation Page 4 of 200

httns://fdasfinaDD8.fda.Lov/OA Hlv.HTML/mdufmaCScdCf~ltemsPonuonisn~vcname=Shan%
2 oNehr&v... 11/17/2006
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Special 510(k) - I-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
Amnden50-aySuplmetAbrveFOOD AND DRUG ADMINISTRATION OMB No. 901P0-01 20

Expiration Date: May 31, 2007.CDRH PREMARKET REVIEW SUBMISSION COVER SHEET see OMB Statement on page 5,
5Date of Submissen 13-a S  5DAdditionA Inomation Docu ment Number (if known)

PMA PMA & HOE Supplement PP50k etniDE, Huaitra Device,, Cls ,I ExuemtoPeion Eauin of Automaic Oter umison
5original Submission Reua518 a) F Original SumisinP Original Submission:(eNoa El 513m(g)Metn

El Pramendment . c men-n tioEna Iomaetion F- Original SubmissionI- Moua ............n Panel Track (PMA Only) Ul Amendment to PDP [ED Special [ Pre-PMA MeetingI] !1oAulr~mendmen 30-day Supplement 1] Abbreviated (Complete []Pra-PDP Meeting
[]1 Report []30-day Notice section I, Page 5) []Day 1 00 Meeting5] Report Amendment [] 135-day Supplement 5 Additional Information (e Agreement Meeting

[]Licensing Agreement []1 Rest-time Review []Third Party [] Determination Meeting5 Amendment to PMA Other (specify):&HDE Supplement
[]Other

H DE Humanitarian Deviceyu s ssi oI xemptnon Petition Esplease compte Sucsion IaeExemption (HDE) Elish Restration
[] Original Submission [] Original Submission [] Original Submission ( D o o ]513(g)[]1 Amendment [ Amendment ] Additional Inbmission O

~~~~~~~~~~~~~~[Adi-Fiowa Cnorpoation 2026095r

Div Suppleme nt a c Additional InformationingaratStrSupplement (describe submission):
[]Report

22 Report Amendment
y u used or cited Standards in your submission?e o i e o t co

Lake Forest C   30[] Ys [US  
~~~~~~~~~~~~~~~~   tio N, ame5

JamesLJ Da Po-to
Contact Title Co  AN   

Company/Institution Name Establishment Registration Number (ifknown)
I-Flow Corporation  
Division Name (it applicable) Phone     ode)

  
Street Address FAX Number (including area code)
20202 Windrow Drive (    
City State / Province CountryLake Forest CA 92630 USA

  
    

  
         

I-Flow CornfdetiagDivisionName(ifapplicable ) P h o n e N  
(    

Street Address ~~~~~~~~~~~~FAX Number (inCluding area  ode)20202 Windrow Drive (949   
City S a e P o i c I/otlCdLake Forest CA 9 6 0 USA
Contact Name

Shane Noehre
Contact Title CnatEaiAdress
Director of Regulatory Affairs  
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Special 510(k) - I-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

El Withdrawal El Change in design, component, or '- Location change:
[Additional or Expanded Indications specification: 1 Manufacturer
[] Request for Extension [] Software / Hardware [l SterilizerEJ Post-approval Study Protocol El Color Additive El Packager
[] Request for Applicant Hold [] Material
[lRequest for Removal of Applicant Hold Specifications
El Request to Remove or Add Manufacturing Site [] Other (specify below)

fl Process change: El Labeling change: El Report Submission:
[] Manufacturing El Indications El Annual or Periodic

Sterilization El Instructions [] Post-approval Studyfl Packaging El Performance [] Adverse ReactionEl Other (specify below) El Shelf Life [] Device Defect
[] Trade Name El Amendment

El Response to FDA correspondence: ElOther (pecfy below) E Change in Ownership

E] Change in Correspondent
El Change of Applicant Address

H]Other Reason (specify):

El New Device El [] Change in: El Repose to FDA Letter Concerning:El New Indication El Correspondent / Applicant El Conditional ApprovalE] Addition of Institution El Design / Device El Deemed ApprovedEl Expansion / Extension of Study El Informed Consent El Deficient Final ReportEl IRB Certification El Manufacturer El Deficient Progress ReportEl Termination of Study E] Manufacturing Process El Deficient Investigator ReportEl Withdrawal of Application El Protocol - Feasibility El DisapprovalEl Unanticipated Adverse Effect El Protocol -Other El Request Extension ofEl Notification of Emergency Use El Sponsor Time to Respond to FDAE] Compassionate Use Request El Request MeetingF-1[Treatment IDE Report submission: El Request HearingEl Continued Access El Current Investigator
ElAnnual Progress Report
El Site Waiver Report

El Final

El New Device El Additional or Expanded Indications El Change in Technology

Other Reason (specify):
Minor design change to increase the maximum fill volume from 550 ml to 770 ml.
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Special 510(k) - I-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

6 I110191101611

ONProduct codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
11 MEB 121 1 31 1 41 safety and effectiveness information

5 6~~~~~ I 71 I 1 510 (k) summary attached

I 1:1~~~~~~~~~~~~~~~~~~~~~~~~~~ 51 0 (k) statement
Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Ppropetary or Model Name Manufacturer

1 K052117 1I-Flow Elastomeric Pump 1 I-Flow

2 2 2

3 4 4

4 5 5

5

6 6 6

Cmmon or usual name or classification

Elastomeric Infusion Pump

Trade or Proprietary or Model Name for This Device Model Number

1ON-Q, PainBuster, C-bloc, Select-A-Flow, Onoemand,
Homepump, Eclipse, C-Series, One-Step KVO, Easypump 1 various

2 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)
I 2 3 456

Data Included in Submission

Laboratory Testing ElAnimal Trials ElHuman Trials
* *-*I A~~~~~~WNI91r'vl a S.... S~

Product Code C.F. R. Section (if applicable) Device Class
MEB 880.5725 rEl Class I 0 classlI[
Classification Panels IIuclsife
General HospitalLiCasI Ucsife

Indications (from labeling)

See section 4 of this 510O(k).
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Special 510(k) - I-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

Note: Submission of this information does not affect the need to submit a 2891 FADcmn ubr(fkonor2S9la Device Establishment Registration form.

0 Original   ent Registration Number 0Manufacturer El Contract Sterilizer
El Add F1Delete  Contract Manufacturer ElRepackager!/ Relabeler
Company / Institution Name Establishment Registration Number
I-Flow Corporation  

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

  
Street Address FXNme   e
20202 Windrow Drive (9   
City State!/ Province ZIP/Postal Code Country
Lake Forest CA 92630 USA

Title  E-mail AddressShane Noehre Drector of Regulatory Affairs  

Z OriginalF   ment Registration Number 0 Manufacturer ElContract Sterilizer

E-]    te  1-1~~E Contract Manufacturer ElRepackager!/ Relabeler
Company!/ Institution Nam E stablishment Registration Number
Block Medical de Mexico  

Division Name ('applicable) PoeNme icuigae oe

  
Street Address FXNme icuigae oe
Ave. Noruega Edificio D-1 B, (9   
Fracc. Rubio, La Mesa
City State!/ Province ZIP/Postal Code ContryTijua na B.C. 22650 Mexico

Contact Name a ~~~~~~~~~~~~~~~~~~~~~~Contact E-mail AddressShane Noehre Drector of Regulatory Affairs  

E OriginalFDA Establishment Registration Number El Manufacturer 0Contract Sterilizer

El A    e  171~~~E Contract Manufacturer ElRepackager!/ Relabeler
Company! I nstitution Name Establishment Registration Number

    

Division Name (fapplicable) PoeNme icuigae oe

  

   (   

City - State! /Province ~~ZIP/Postal Code Country
    

Contact Name Contact Title C~~~~~~~~~~~~~~~~i5ontact E-mail Address

Marcela Viscarra Customer Service  

Confidential I-Flow Corporation Pa-ge-9 or2ff20
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Special 510(k) - I-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

Note: Submission of this information does not affect the need to submit a 2891 FDA Document Number (if known)
or 2891a Device Establishment Registration form,

0 Original   ment Registration Number 0 Manufacturer Contract Sterilizer

E]     F] ~~~~Contract Manufacturer fl Repackager!/ Relabeler
Company / Institution Name Establishment Registration Number

   

Division Name(i applicable) PoeNme  oe

  
Street Address FXNme   e

    (   
city State!/ Province ZIP/Postal Code Country

    

Contact Name contact Title ~~~~~~~~~~~~~~~~Contact E-mail Address  Customer Service  

ElOnginal FDA Establishment Registration Number ElManufacturer El Contract Sterilizer
Add Delete ElContract Manufacturer fl Repackager!/ Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Ph~~~~one Number (including area code)

Street Address FXNumber (including airea code)

State / ~Province ~ZIP/postal code Cuntry

Contact Name e ~~~~~~~~~~~~~~~~~~~~~~Contact E-mail Ad-dress~

fl Original FDA Establishment Registration Number ]Manufacturer Contract Sterilizer
nAdd F]Delete 71Contract Manufacturer E-1 Repackager!/ Relabeler

Company! Institution Name ~~~~~~~Establishment Registration Number

Division Name (if applicable) Phone Number (icuigarea codes)

Street Address FAX~~~~~~~~~~1- Number (including area code)

City State / Province ZIP/Postal Code Country

Contact Name Contact Title ~~~~~~~~~~~~~Co-ntact E-mail Address
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Special 510(k) - i-Flow Elastomeric Pump
Section 2 - FDA Cover Sheet

Note; Complete this section if your application or submission cites standards or includes a 'Declaration of Conformityto a Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
1 Organization

ISO 594-1 ISO Conical Fittingswith6% (Luer)Taper- Part 1: 1986 1986
General Requirements

Standards No. Standards Standards Title Version DateOrganization
ISO 594-2 ISO Conical Fittings with 6% (Luer) Taper-Part2: 1998 1998

____________1Lock Fitting
Standards No. Standards Standards Title Version DateOrganization
3 ISO 0993-1 ISO Biological Evaluation of Medical Devices, Part 1: 2003 2003

Evaluation and Testing C o n r o _oRaiaio-Standards No. Standards Stndards Title V7ersion Date~
Organization

4 ISO 10993-3 ISO Part 3: Tests for Genotoxicity, Carcinogenicity and 2003 2003
Reproductive Toxicity

Standards No. Standards Standards Title Version DateOrganization
2 ISO 10993-4 ISO Part 4: Selection of tests for Interactions with 2002 2002

Blood
S-tandards No. Standards Standards Title Version- Date6 Organization
ISO 10993-5 ISO Part 5: Tests for in vitro Cytotoxicity 1999 1999Standards No. Stan-dards Standards Title Version Diate7 Organization
ISO 10993-7 ISO Part 7: Ethylene Oxide Sterilization Residuals 1996 1996Standards -No. Sadrs tnards Title Version Dt8 ~~~~~~Organization
ISO 10993-10 ISO Part 10: Tests for Irritation I Delayed 2002 2002

DH ersensitiv

! !Standards No. Standards Standards Title Version Date

9 Organization
ISO 10993-1 1 ISO Part 1 1: Tests for Systemic Toxicit 1993 1993Standards -No. STa-ndards Sta-ndards Title VrinDt

1S0 Organization
ISO 1 135 ISO Validation and Routine Control of EQ Sterilization 1994 1994
Standards No. sStandards ta T Version ate11 ~~~~~Organization

b1r ISO 11137 ISO Validation and Routine Control of Radiation 1995 1995
Sterilization

standards No. Standards Standards Title Version date12 F o o d a ndDOrganization
12 ISO 11607 ISO Packaging for Terminally Sterilized Medical 2003 2003

Devices
Standards No. Sta ndards Standards Title Version Dat13 ~~~~~Organization

13 ISO 14971 ISO Application of Risk Management to Medical 2000 2000
Devices

Please include any additional standards to be cited on a separate page.
Publc 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 comments regarding thisburden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control
G~~lln~=l,{;¢ l l ~ ~ ~ f ;l

'
~rpltU/ age I I Ul ]V
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G t-F 00~~~ 20202 Windrow Drive Tele: (800) 448-3569 Visit us on the web at:Lake Forest, CA 92630 (949) 208-2700 ~ wwiflo.ornI-Flow Corporation USA Fax: (949) 206-2600 www.AskYourSurgeon.com

Sections3- 510O(k) Cover Letter

510O(k) Notification - Type: Special
November 21, 2006

Food and Drug Administration
Center for Devices and Radiological Health
510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

Reviewing Staff:

In accordance with §510O(k) of the Federal Food, Drug, and Cosmetic Act and in conformance withTitle 21 CFR §807.81,1I-Flow Corporation is submitting this premarket notification for the I-FlowE/astomernc Pumps prior to introduction into interstate commerce for commercial distribution. Theenclosed documents are submitted to support this notification.

I-Flow currently markets I-Flow                           a   nominal       ume of   The 600 ml model has the exact   esign asthe   model as described in     s preceding 510O(k) clearances.

All other aspects of the pump will remain the same including its performance and intended use.

All questions and/or comments concerning this document should be made to:
Shane Noehre
Director, Regulatory Affairs

Sincerely,

Shane Noehre, R.A.C.
Director, Regulatory Affairs
I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA 92630
Tel:   
Fax:   
Email:  

Confidential I-Flow Corporation Page 1301 j
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Special 510(k) - I-Flow Elastonmeric PumpI-Flow Corporation Section 3 - 510O(k) Cover Letter

Tabular Information

Administrative Information
Type of 510(k Special
Device Type Elastomeric Infusion Pump

.510(k) Submitter I-Flow Corporation
Contact Person Shane Noehre, R.A.C.

Director, Regulatory Affairs
I-Flow Corporation
20202 Windrow Drive
Lake F    
Tel:   
Fax:   
E-mail:  

Preference for Pursua      3), I-Flow considers our intent toContinued market the device to be confidential information and request that FDAConfidentiality not disclose the content of this 510(k) notification until the device is
cleared to market and I-Flow's intent to market has been disclosed to
the public.

-Classification Regulation 880.5725
-Class Class 11
-Panel General Hsia
Product code MEB
FDA Document Numbers no nror corres ondence

Design and Use of Device

Question Yes No1 .Is the device intended for prescription use (21 CIFR 801 Subpart D)?
2. Is the device intended for over-the-counter use (21 CFR 207 Subpart C)1?V
3. Does the device contain components derived from tissue I biologic source?
4. Is the device provided sterile?
5. Is the device intended for single use?V
6. Is the device a reprocessed single use device?V

aIfes, does this device require reprocessed validation data?
7.Does the device contain a drug?V

8. Does the device contain a biologic?V
9. Does the device use software?V
10. Does the submission include clinical information?V
11. Is the device implanted?.

Confidential I-Flow Corporation Page 14 of 200
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Special 510(k) - I-Flow Elastomneric Pump
Section 4 - Indications For Use

Applicant: I-Flow Corporation

510(k) Number (if known): ________________

Device Name: I-Flow Elastomeric Pumps

Indications For Use:

1. The I-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion of
medications for general infusion use, including antibiotic delivery, chemotherapy and pain
management. Routes of administration include the following: intravenous, intra-arterial,
subcutaneous, intramuscular and epidural.

2. The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of
medication (such as local anesthetics or narcotics) to or around surgical wound sites and/or
close proximity to nerves for preoperative, perioperative and postoperative regional
anesthesia and pain management. Routes of administration may be intraoperative,
perineural or percutaneous.

3. The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and
pain when used to deliver local anesthetics to or around surgical wound sites or close
proximity to nerves when compared with narcotic only pain management.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) (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)

Confidential I-Flow Corporation Page 16 of 200
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I-Flow Elastomeric Pump
Section 5 - Summary of Safety and Effectiveness

510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

Submitter: I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA. 962630

Contact: Shane Noehre
Director, Regulatory Affairs
I-Flow Corporation

Trade Names: ON-Q, Painbuster, C-Bloc, Select-A-Flow, OnDemand, Easypump,
Homepump, Eclipse, C-Series, One-Step KVO

Common Name: Elastomeric Infusion Pump
Existing Device: I-Flow Elastomeric Pump (K052117)
Design Change: This Special 510(k) submission proposes an increase in the maximum fill

volume from 550 to 770 ml.
Device Description: The I-Flow Elastomeric Pump consists of an elastomeric pressure source

with an integrated administration line. Fill volumes range from 50 to 770
ml. Flow rates range from 0.5 to 250 ml/hr. The administration line
typically consists of fixed flow rate control tubing or orifice but may contain
any of the following optional features:

* Select-A-Flow component that provides a range of flow rates that may
be dialed depending on the needs of the healthcare professional.

* Bolus component (e.g. OnDemand) that provides basal and/or bolus
delivery.

* Y-adapter component that may split the administration line into two or
more delivery sites. The Y-adapter component may also be used to
provide a combination of options (such as both the Select-A-Flow and
OnDemand components) for one delivery site.

* Y-site component to allow piggyback infusions.
* Air and particulate eliminating filter.
* Pressure regulator, check valve, or flow view indicator.

The pump may be sold as a kit with additional medical devices or
accessories such as the following:

* Catheter, introducer needle, Tunneler, syringe, dressing, filling
extension set, carry case, E-clip, nerve block accessories, etc.

Technology There is no change in fundamental scientific technology. The design
Comparison: remains the same as previously cleared devices.
Conclusion: The I-Flow Elastomeric Pump with fill volumes up to 770 ml are

substantially equivalent to the existing I-Flow pumps currently marketed.

Confidential I-Flow Corporation Page 18 of 200
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Special 510(k) - I-Flow Elastomeric Pump
Section 6 - Truthful and Accuracy Statement

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As required by 21 CFR 807.870))

I certify that, in my capacity as the Executive Vice President and C.O.O. of I-Flow
Corporation, I believe to the best of my knowledge, that all data and information
submitted in the premarket notification for the I-Flow Elastomeric Pumps are truthful and
accurate and that no material fact has been omitted.

    Executive Vice President and C.O.0.
Name Title

I-Flow Corporation
Company Date

Premarket Notification (510(k) Number)

Confidential I-Flow Corporation Page 20 of 200
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Special 510(k) - I-Flow Elastomeric Pump
Section 7 - Class III Summary and Certification

Section 7 - Class III Summary and Certification

This 510(k) submission is for a Class II device therefore this section does not apply.

<Go to next section>
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Special 510O(k) - I-Flow Elastomeric Pump
Section 8 - Disclosure Statement

Section 8 - Disclosure Statement

This 510(k) submission does not utilize clinical studies for establishing substantial equivalence
therefore this section does not applV.

<Go to next section>
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Special 510(k) - I-Flow Elastomeric Pump
Section 9- Declaration of Conformity

DECLARATION OF CONFORMITY
As required by the risk analysis, all verification and validation activities will be performed bydesignated individuals and the results shall demonstrate that the predetermined acceptance criteria
are met prior to introduction into interstate commerce for commercial distribution for the I-Flow
Elastomeric Pump.

The I-Flow Corporation manufacturing facilities are in conformance with the design controlrequirements as specified in 21 CFR 820.30 and the records are available for review.

   
      

      
  I-Flow Corporation

Verification and Validation activity will ensure that the proposed design change will not change thedevice performance specifications or acceptance criteria identified below per the risk assessment.
See section 18 for a detailed design control summary.

1. Flow Rate Accuracy:

* Fixed Flow Rate Component:  
· Select-A-Flow (variable flow rate) Component:  
* OnDemand (bolus)  

o     
o     
o     

2. Residual Volume: from       (depending on fill volume).
3. Leak Testing: no leaks or bladder rupture when         
4. Filling Pressure:     
5. Shelf Life: perfor  specification met throughout labeled shelf life.
6. Overfill Flow Rate: Directions for Use shall include delivery times for labeled fill volumes.

Reference Documents:

Risk Assessment for the I-Flow Elastomeric Pump (DCD1 129K). See Appendix A.
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Special 510(k) - I-Flow Elastomeric Pump
Section 10 - Executive Summary

Section 10 - Executive Summary

Background
10.1 I-Flow currently markets I-Flow Elastomeric Pumps with a nominal fill volume of 400 ml and

a maximum fill volume of 550 ml. This Special 510(k) proposes a new model with a 600 ml
nominal fill volume and a maximum fill volume of 770 ml.

10.2 This new model will be identical in design as the currently marketed 400 ml pump. The only
change will be in the pump pressure. The 600 ml pump will have a slightly lower pump.
pressure therefore the flow control components will be characterized to meet specification at
the lower pump pressure. The new model does not raise any new issues of safety or
effectiveness.

10.3 No changes will be made to the indications for use, packaging, sterilization methods, ,-

fundamental technology or labeling (except for clarification of safer and more effective use).
Device Description
10.4 The I-Flow Elastomeric Pump consists of an elastomeric pressure source with an integrated

administration line. Fill volumes range from 50 to 550 ml with a proposed increase to
maximum 770 ml. Flow rates can range from 0.5 to 250 ml/hr. The administration line may
typically incorporates fixed diameter flow control tubing or glass orifice to control the flow
rate; however, the administration line may contain any of the of following optional
components (variable flow rate control, bolus capability, Y-adapter, Y-site, filter, regulator,
flow view indicator or check valve). See section 11 for a more detailed description.

10.5 Indications for Use
Note: There is no change to the indications for use.
10.5.1 The I-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion

of medications for general infusion use, including antibiotic delivery, chemotherapy
and pain management. Routes of administration include the following: intravenous,
intra-arterial, subcutaneous, intramuscular and epidural.

10.5.2 The I-Flow Elastomeric Pump is also intended for continuous and/I aittent
delivery of medication (such as local anesthetics or narcotics) to 9raround surgical
wound sites and/or close proximity to nerves for preoperative, peroperative and
postoperative regional anesthesia and pain management. Routes of administration
may be intraoperative, perineural or percutaneous.

10.5.3 The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use
and pain when used to deliver local anesthetis to or around surgical wound sites or
close proximity to nerves when compared withrharcotic only pain management.

10.6 Technology
10.6.1 There is no change in the design or technology of the pump. Minor dimensional

changes will be made to the flow control components to match the lower pump
pressure of a 600 ml fill volume in order to achieve the same performance
specifications.

10.7 Device Comparison Table
10.7.1 See section 12 of this 510(k) for a comparison table of the subject device vs. the

predicate devices.
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Special 510(k) - I-Flow Elastomeric Pump
Section 10- Executive Summary

10.8 Summary of Performance Testing

10.8.1 The I-Flow Elastomeric Pumps shall be tested per the risk assessment to
demonstrate that the performance remains within the device design specification.

10.8.2 See section 18 of this 510(k) for detailed information on the design control activities
performed based upon the results of the risk assessment.
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Special 510(k) - I-Flow Elastomeric Pump
Section 11 - Device Description

Section 11 - Device Description

11.1 Existing (Unmodified) Device

11.1.1 The I-Flow Elastomeric Pump consists of an elastomeric pressure source with an
integrated administration line. Fill volumes range from 50 to 550 ml. Flow rates can
range from 0.5 to 250 ml/hr.

11.1.2 The elastomeric membranes function as the fluid reservoir and the pressure source.
The pressure that pumps the fluid comes from the strain energy of the elastomeric
membranes which are forced to expand when the pump is filled.

11.1.3 The incorporation of a fixed diameter flow control tubing or glass orifice combined with
the elastomeric pressure source produces the desired flow rate. The administration line
may incorporate any of the following optional components as described in preceding
510(k) clearances noted in section 12.2:

11.1.3.1 Variable flow rate control (Selec-A-Flow), bolus capability (OnDemand),
Y-adapter, Y-site, filter, regulator, flow view indicator or check valve.

11.1.4 The I-Flow Elastomeric Pump is suitable for use as an ambulatory device and is
intended for use in hospitals, home environments or alternate care sites.

11.1.5 Flow Control: The flow restricting mechanism consists of fixed diameter flow control
tubing or glass orifice. This is cut to a specific length. When the pump is filled and
pressurized, the flow rates are approximated by Poiseulle's equation:

   

 

             the orifice,     
     orifice,      of the fluid and    

 of the orifice. The equation pro      he actual delivery time.

11.1.6 Power Requirements: The I-Flow Elastomeric Pump is a mechanical device that
utilizes the strain energy of the elastomeric membranes which are forced to expand
when the pump is filled. No additional external power source is required to operate.

11.1.7 Safety/ Alarm Functions: The I-Flow Elastomeric Pump provides fixed flow and as
such is not subject to fluid runaway conditions similar to that of some electronic pumps.
Administration sets contain a pinch clamp to stop the infusion if necessary. This device
contains no alarms or indicators for flow other than visual. The device contains no
alarms or indicators to detect air in line; however, each set may include an integrated air
and particulate eliminating filter.

11.2 Proposed Design Change

11.2.1 This Special 510(k) submission proposes a new model with a 600 ml nominal fill volume
and a maximum fill volume of 770 ml.

11.2.2 This new model will be identical in design as the 400 ml pump. The onlychange will be
in the pump pressure. The 600 ml pump will have a lower pump pressure therefore the

- flow control components will be characterized to meet specification at the lower pump
pressure. The new model does not raise any new issues of safety or effectiveness.

11.2.3 No changes will be made to the indications for use, packaging, sterilization methods,
fundamental technology or labeling (except for clarification of safer and more effective
use).
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Special 510(k) - I-Flow Elastomneric Pump
Section 1 1 - Device Description

11.3 Models

Table 11.3.1 below shows the parameters available for I-Flow Elastomeric Pumps. The only
chance to the existing parameters will be the availability of the higher fill volume (600 to 770 ml).

Table 11.3.1

Fill Volume     
Flow Control    
Component     

  
Flow Rate     
Bolus Volume     
Bolus Refill Time      
Deliver Sites      

Tables 11.3.2 and 11.3.3 below show the basic types of models currently sold.

Table 11.3.2
Model TyeIType 2 Type 3 Type 4
Trade Na-me Homepumnp Eclipse, Homepump OIP-Series, One-Step KVO Bolus Accessory Set

______________C-Series, Easypmp Easypumnp PCA LT

Fill Volume 5to50ml 100 to 125 ml 60 to 125 ml n/a
Routes of intravenous, epidural, intravenous, epidural, intravenous intravenous, intra-arterial,
Administration intramuscular, intra- intramuscular, intra- intramuscular, epidural,

  arterial, subcutaneous. subcutaneous
Flow -Control                
Component       

Basal Flow Rate 0.5 to 250 mI/hr- 0.5 to 2 mI/hr 0.5 mI/hr n/a

Bolus Delivery n/a 0.5 ml / 6 to is min. n/a 0.5 ml!/ 3.6 to 70 mn.-
Filter yes . yes yes n/a
Y-site no no yes no
Check Valve no Ino yes no
Delivery Sites 1 1t 1 1

Table 11.3.3

Model ::Type 5 Type 6 Type ~7 Type 8
Trade Name ON-a PainBuster, Select-A-Flow OnDemand ON-a Rawal Bolus

___ ___ ___ __ON-a c-bloc

Fill Volume 65 to 550 ml 270 to 550 ml 270 to 550 ml 100 ml
Routes of to or around surgical to or around surgical to or around surgical to or around surgical
Administration sites or near nerves, sites or near nerves, sites or near nerves, sites or near nerves

epidural epidural epidura
Flow Control              
Component    

Basal Flow Rate 0.5 to 1 0 mI/hr i to 7 ml/hr, 2 - 14 mI/hr 2 to 5 mI/hr n/a
lBolus Delivery In/a optonal 15 ml / 30 to 60 min. io0 ml / 45 sec.
Filter yves yes es yves

V-adapter optional Ioptional opIoan/
1 The optional Y-adapter can split the administration line for multi-site delivery and/or to provide a combination of administration set
options such as the Select-A-Flow component for basal flow rate delivery and the OnDemand component for bolus delivery.

11.4 Drawings

11.4.1 Example drawings for each model type currently sold can be found in Appendix B.
These models could be available as 600 ml models with maximum fill volume of 770 ml
upon clearance of this 510(k).
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Special 510(k) - I-Flow Elastomeric Pump
Section 11 - Device Description

11.5 Accessories

11.5.1 The I-Flow Elastomeric Pump may be sold individually or as part of a kit that includes
components that are legally marketed (either pre-amendment devices or devices that
have been granted permission to market by FDA or class I exempt devices).

Examples of kit components include catheters, syringes, dressings, introducer needles,
Tunnelers and nerve block accessories. The accessories may be purchased from
suppliers either bulk non-sterile or packaged sterile.

11.5.2 The following carry aids and filling aids are available as currently available accessories
for I-Flow Elastomeric Pumps. See Appendix B for drawings.

* Filling Extension set: used to help fill 400 ml or greater volume pumps.

* E-Clip: used to secure the elastomeric pump to an arm sling or clothing, etc.

· Carry Case: used to hold the elastomeric pump while delivering medication.

* PowerFiller: fits over a syringe to ease filling.

* HandiFiller and EasyFiller: accessories that facilitate filling multiple pumps.

* Cable Tie: used to secure Select-A-Flow device for tamper evidence.

11.6 Materials

There are no chances in the materials currently used.
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Special 510(k) - I-Flow Elastomeric Pump
Section 12- Substantial Equivalence

Section 12 - Substantial Equivalence Description

12.1 The proposed design change is very minor. The pump design is identical to currently
marketed 400 ml I-Flow Elastomeric pumps with a maximum volume of 550 ml. This 510(k)
submission simply proposes a new model with a 600 ml nominal fill volume and maximum fill
volume of 770 ml. The pump remains substantially equivalent to the existing I-Flow
Elastomeric Pump.

12.2 The existing (unmodified) I-Flow Elastomeric Pump has been cleared under the following
51 0(k)s:

12.2.1 K932740: the initial I-Flow Elastomeric Pump premarket notification.

12.2.2 K944692: added low flow rates for chemotherapy and pain management.

12.2.3 K984502: added intraoperative and nerve block (perineural) routes of administration
including Y-adapter for dual site delivery.

12.2.4 K991513: added KVO indications and the optional regulator, flow view and Y-site
components.

12.2.5 K992072: added bolus accessory set.

Letter to File (February 5, 2001): added new model with a different design. Bolus
component consists of an in-line operator activating push valve. Pushing the valve
button allows fluid to pass through the valve. Letting go of the button instantly
restores the button to its original position and shuts off fluid flow. The catheter
supplied with t     the flow restrictor. Device labeled for 10 ml delivery
in 45 seconds.   

Letter to File: added new model with bolus component integrated with administration
                 ate

          
 

12.2.6 K020862: added optional polyisoprene bladder instead of latex.

12.2.7 K023318: added optional bolus capability (i.e. OnDemand).

  File (June 22, 2004): established the bolus volume    
    The is the same range increment but    

Added additional models to include 0.5 ml/hr basal rate with 6     e and
2 ml/hr basal rate with 60 minute refill. Both models are within the 510(k)
parameters.

12.2.8 K023883: added optional variable flow rate mechanism (i.e. Select-A-Flow).

12.2.9 K040337: added the potential benefits of using the I-Flow Elastomeric Pump.

Letter to File (June 23, 2004): minor design change moved the internal check valve
to the center of the mandrel to ease filling.

Letter to File (August 11, 2004): introduced the bolus + variable flow rate model.
The Y-adapter splits the administration line to allow the bolus component and
variable flow rate component to be in parallel with each other. An additional
Y-adapter reestablishes a single administration line. The variable flow rate
component serves as a continuous basal flow rate (chosen by the healthcare
provider) while the bolus component provides bolus capability for the patient. The
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Special 510(k) - I-Flow Elastomeric Pump
Section 12- Substantial Equivalence

flow rate and bolus parameters conform with the parameters established for their
respective 510(k)s cited above.

12.2.10 K052117: added multiple Y-adapters to provide 3 or more integrated administration
lines for multi-site delivery.

12.3 Device Comparison Table
New (modified) I-Flow

Existing I-Flow Elastomeric Pumps lom ed) Pumps
Inomto Elastomerlc Pumps

(predicate device: K052117) s device)

A. Device Des-cripton
1. The I-Flow Elastomeric Pump consists of an elastomeric 1. Same except fill

pressure source with an integrated administration line. Fill volumes up to 770
volumes range from 50 to 550 mi. Flow rates range from 0.5 ml.
to 250 mi/hr.

2. The elastomeric membranes function as the fluid reservoir and 2. Same
the pressure source.

3. The pressure that pumps the fluid comes from the strain 3. Same
energy of the elastomeric membranes which are forced to
expand when the pump is filled.

4. The incorporation of a fixed diameter flow control tubing or 4. Same
glass orifice combined with the elastomeric pressure source
produces the desired flow rate.

5. Optional administration line components include the following: 5. Same
* Select-A-Flow (variable flow rate delivery)
* OnDemand (bolus delivery)
* Y-Adapter (multi-site delivery or combination of

administration line components)
* Y-Site (piggyback infusions)
* Air and particulate eliminating filter
* Pressure regulator, check valve or flow view indicator

B Indications for Use
1. The I-Flow Elastomeric Pump is intended for continuous and/or 1. Same

intermittent infusion of medications for general infusion use,
including antibiotic delivery, chemotherapy and pain
management. Routes of administration include the following:
intravenous, intra-arterial, subcutaneous, intramuscular and
epidural.

2. The I-Flow Elastomeric Pump is also intended for continuous 2. Same
and/or intermittent delivery of medication (such as local
anesthetics or narcotics) to or around surgical wound sites
and/or close proximity to nerves for preoperative, perioperative
and postoperative regional anesthesia and pain management.
Routes of administration may be intraoperative, perineural or
percutaneous.

3. The I-Flow Elastomeric Pump is also intended to significantly 3. Same
decrease narcotic use and pain when used to deliver local
anesthetics to or around surgical wound sites or close proximity
to nerves when compared with narcotic only pain management.

C Product Classification
C1 Product Code MEB Same

C2 Device Classification Class 2 Same

C3 Device Regulation 880.5725 Same

D Materials
Di Biocompatibility per ISO 10993-1 Same

E Technology elastomeric pressure source with integrated administration set Same
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New (modified,) I-Flow
Existing I-Flow Elastomeric PumpS Eomedi Pumps

Infornation Elastomeric Pumps
(predicate device: K052O17) (subject device)

F Sterilization
F1 Methods      Same

    
F2  Residual Limits    0993-7 Same

F3 Sterility Assurance   Same
Level

G Packaging
G1 Type            Same

 

G2 Requirements    607 Same

G3 Shelf Life   Same

Conclusion

12.4 The only change this 510(k) submission proposes is the increase in maximum fill volume of

the pump from 550 ml to 770 ml. Based upon the results of the risk analysis and design

verification and validation activities, this change does not raise any new issues of safety or

efficacy. All other aspects of the device remain the same.
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Section 13 - Labeling

13.1 I-Flow Corporation believes the proposed labeling, where appropriate, meet the
requirements of 21 CFR Part 801 as it relates to a determination of intended use and
adequate directions for use. Labeling makes use of symbols, where appropriate, in
compliance with EN 980.

13.2 The I-Flow Elastomeric Pumps' package labels include the following (see section 13.4):

13.2.1 Model and part number.

13.2.2 Name, quantity and description of the devices.

13.2.3 Specifications.

13.2.4 Symbols compliant with EN 980 and defined in the directions for use:
* Rx only (required under 801.109 (b)(1))
• Single use only (if applicable)
* Do not use if package has been opened or is damaged
* Sterile (if applicable)
* Expiration date
I Lot number
* Manufacturer

13.2.5 Manufacturer name and address.

13.2.6 EU Representative and CE mark (if applicable)

13.3 The I-Flow Elastomeric Pumps'directions for use include the following (see section
13.6):

13.3.1 Name and description of the devices.

13.3.2 Indications for use.

13.3.3 Cautions, warnings, and contraindications information.

13.3.4 Comprehensive directions for use, including illustrations.

13.3.5 Specifications (unless already included on the package label).

13.3.6 The prescription statement required under 801.109 (b)(1) or the equivalent
symbol (Rx only).

13.3.7 Customer service contact information.

13.3.8 Manufacturer name and address.

13.3.9 Revision date of labeling.

13.4 Example Box Labels and Sterile Pouch Labels

Note: Below are representative box and sterile pouch labels for each type of model
currently sold. Upon clearance of this 510(k), some models may be sold at the higher
600 ml nominal fill volume (maximum 770 ml). The labels will remain the same except
for the designation of the higher fill volume on the label.
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Special 510(k) - I-Flow Elastomeric Pump
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Model Box Label Sterile Pouch Label
Type I Homepump Eclipse, C-Series, Easypump: 50 to 550 ml, 0.5 to 250 ml/hr
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Model Box Label ISterile Pouch Label
Type 5 ON-Q PainBuster, C-bloc: 65 to 550 ml, 0.5 to10 ml/hr, single, dual or triple site
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13.5 Directions for Use (DFU)

Directions for use for I-Flow Elastomeric Pumps that are currently sold are located in
Appendix C. The only changes the 600 ml model would have is a different maximum fill
volume, expected delivery time and residual volume.

13.6 Marketing Literature

Example marketing literature currently used is located in Appendix D.
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Section 14 - Sterilization and Shelf Life

14.1 Sterilization

Note: There is no change in the sterilization methods. Below is a summary of the
current sterilization methods used for the existing models.

14.1.1    sterilization are either       
   

14.1.2  sterilization validation conforms with ISO 11137 (Method 1).

14.1.2.1 The   dose validated for this       

14.1.3   validation conforms with ISO 11135.

14.1.3.1            
    

14.1.3.2 Exposure category is "prolonged exposure", less than 30 days contact.

14.1.4 The Sterility Assuarance Level (SAL) is at  

14.1.4.1 For  sterilization, sterility testing is confirmed by routine biological
indicators containing a spore strip.

14.1.4.2 For   (Method 1), no sterility test i   ed.
Sterilization is pro  controlled with a minimum of   required to
assure an SAL of   

14.2 Packaging

14.2.1 There is   in the type of packaging currently used. Packaging consists
             

 

14.2.2 Packaging is in conformance with the standard ISO 11607 (Packaging for
Terminally Sterilized Medical Devices).

14.2.3 Packaging is suitable for      

14.3 Pyrogenicity

14.3.1 Every lot of I-Flow product is tested for pyrogenicity using the USP limulus
amebocyte lysate (LAL) method.

14.4 Shelf Life

14.4.1 There is no chance in shelf life specification. Shelf life testing will be performed
on real time or accelerated aged product (prior to market distribution) to
establish the minimum shelf life where product still meets the requirements
stated in section 9 - Declaration of Conformity.
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Section 15 - Biocompatibility

15.1 Biocompatibility is not affected by the proposed design change. There are no changes
to the currently used materials. A summary of existing biocompatibility follows.

15.2 The I-Flow Elastomeric Pumps are compliant with ISO 10993-1 for biocompatibility. Per
this standard, the pumps are categorized as indicated below:

Category: External Communicating

Contact: Tissue/bone/dentin or Blood path, indirect (depending on indications)

Duration: Prolonged (24 hours to 30 days)

15.3 Biocompatibility tests recommended the above categorizations include the following:

15.3.1 Cytotoxicity

15.3.2 Sensitization

15.3.3 Irritation / Intracutaneous Reactivity

15.3.4 Systemic Toxicity (acute)

15.3.5 Subacute and Subchronic Toxicity

15.3.6 Genotoxicity

15.3.7 Haemocompatibility

Note: None of the pump components are in direct body contact and therefore
implantation is not required. Pyrogenicity is tested on each lot of I-Flow product built.

15.4 Test Results: All patient contacting materials have documentation to support
biocompatibility for the tests indicated in section 15.2 above.

Test Method* Result
Cytotoxicity ISO 10993-5 non-cytotoxic
Sensitization ISO 10993-10 non-sensitizing
Irritation / Intracutaneous ISO 10993-10 intracutaneously
Reactivity non-irritating
System Toxicity (acute) ISO 10993-11 systemically non-toxic

(acute)
Subacute and ISO 10993-11 systemically non-toxic
Subchronic Toxicity (subchronic)
Genotoxicity ISO 10993-3 non-mutagenic
Haemocompatibility ISO 10993-4 non-hemolytic
Pyrogenicity USP limulus amebocyte lysate (LAL) non-pyrogenic
*Method refers to testing sponsored by I-Flow. Some documentation is based upon supplier information or
justification based upon existing material usage.
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Section 16 - Software

The I-Flow Elastomeric Pumps are non-electronic and do not contain software therefore this

section does not aoply.

<Go to next section>
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Section 17 - Electromagnetic Compatibility and Electrical Safety

The I-Flow Elastomeric Pumps are non-electronic therefore this section does not awDly.

<Go to next section>
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Section 18 - Design Control Activities Summary

18.1 A risk analysis was performed per ISO 14971 in order to assess the impact of the
modification on the device and its components. The results of the risk analysis are
documented in Appendix A. Below is a summary of verification and validation activity that
will be performed prior to market and the corresponding acceptance criteria.

Test methodology is per established I-Flow procedures with identical acceptance criteria with
the exception of residual volume. The residual volume will increase for the larger pump
volume.

18.2 Flow Accuracy Testing

Testing occurs at nominal fill volume using normal saline as the diluent at the labele  
temperature and back pressure. Acceptance criteria is for the sample size mean at  
confidence interval.

18.2.1 Fixed Flow Rate Component:    -

18.2.2 Select-A-Flow (variable flow rate) Component:  

18.2.3 OnDemand (bolus) Component:

Basal flow rate:   

Bolus volume accuracy:  

Bolus refill accuracy:   

18.3 Residual Volume

Testing occurs at the same conditions as specified in the Flow Accuracy Testing. Residual
volume acceptance criteria is based upon nominal fill volume.

INominal Fill Volume (ml)         0
Maximum Fill Volume (ml)      
Residual Volume (ml)       

18.4 Leak and Bladder Rupture Testing

Testing shall ensure that the pump will not leak at        g
  beyond   to determine at what          

      

18.5 Filling Pressure

Testing shall ensure      and average filling pressure from the-
beginning to the end           

18.6 Shelf Life

Testing shall ensure that the pump performance specifications are met throughout is labeled
shelf life.

18.7 Overfill Flow Rate Testing

Testing shall measure the impact of filling the pump greater than nominal. The results of --

overfill will be documented in the product's Directions for Use.

18.8 Conclusion

The design of the 600 ml pump is identical to the currently marketed 400 ml pumps with the
exception of minor dimensional changes to the flow control components. Testing will ensure
that the new model does not raise any new issues of safety or effectiveness.
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Special 510(k) - I-Flow Elastomeric Pump
Section 19 - Performance Testing: Animal

Section 19 - Performance Testing (Animal)

This 510(k) submission does not utilize animal testing for establishing substantial equivalence
therefore this section does not apply.

<Go to next section>
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Special 510(k) - I-Flow Elastorneric Pump

Section 20 - Performance Testing (Clinical)

Section 20 - Performance Testing (Clinical)

This 510(k) submission does not utilize clinical studies for establishing substantial equivalence

therefore this section does not aDply.

<Go to next section>
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Special 510(k) - I-Flow Elastomeric Pump
Appendix A - Risk Assessment

Appendix A - Risk Assessment

This section contains the risk assessment per ISO 14971 for the I-Flow Elastomeric Pumps.

Confidential I-Flow Corporation Page 53 of 200

FOI - Page 75 of 251



Title: Risk Assessment for Elastomeric Pum  

Doc. No.:  Rev.:    

DCN:  Effectivity:     

Owner:  

1.0 PURPOSE

              
    

2.0 SCOPE

        

3.0  

               
    

 

  

  

      

           

                

                 

      

        

             

4.0 RISK ANALYSIS
              

          

 

        

     

                 
            
             

               

             
           

          

Confidential i-Flow Corporation Page 59 of 200

/o9 Page 1 of 6

FOI - Page 76 of 251

(b)(4)
(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)



Risk Assessment for Elastomeric Pumps
DCD1129

Rev. K

   

              
           

            
             

               

             
             

  
          

        
 

   
             

         
       

      

5.0 RISK EVALUATION
          

        

        

          
  

           

      

   

                  
    

             
               

                
              
 

                 
             
            
          

                 
              

              
   

Confidential I-Flow Corporation Page 60 of 200

Page 2 of 6

FOI - Page 77 of 251

(b)(4)

(b)(4)



Risk Assessment for Eiastomedc Pumps
DCD1 129

Rev. K

6.0   
                

               
           
 

                 
            

      

            
   

             

              

             
    

                 
                   

                
         

               
   

     

              
 

                    
                   

                
         

          

           
 

                    
                  

                  
      

              
        

              
                

                   
                

                   
                 

  
    

Confidential I-Flow Corporation     

Page 3 of 6

FOI - Page 78 of 251

(b)(4)



Risk Assessment for Elastomeric Pumps
DCD1 129

Rev. K

             
 

           
  

       

       

                
          

             
    

     
       

          

           
      

          

            

             
 

          

          
   

    
           

     

              
      

7.0 NATURAL RUBBER (LATEX) SENSITIVITY
               

    

         

               
             

          

              
            

              
    

             
               

             
     

Confidential I-Flow Corporation Page 62 of 200

Page 4 of 6

FOI - Page 79 of 251

(b)(4)

(b)(4)



Risk Assessment for Elastomeric Pumps
DCD1129

Rev. K

            
      

              
   

                
     

              
   

                
                  

        

                  
         

              
                

             
            
   

              
  

8.0    

                
              

      

           

          

        

             

9.0 RISK MANAGEMENT REPORT
                 

                
              

   

              
              

              
              

             
                

                  
               

 

Confidential I-Flow Corporation Page 63 of 200

Page 5 of 6

FOI - Page 80 of 251

(b)(4)

(b)(4)

(b)(4)



Risk Assessment for Elastomeric Pumps
DCD1129

Rev. K

   

  
    
         
     
     
     
       
    
    

    
              

Confidential I-Flow Corporation Page 64 of 200

/rq Page 6 of 6

FOI - Page 81 of 251

(b)(4)



 ~~)

  c~~~~~~~~~~_

  

 

0    

 

 

                 

 

  
   

FOI - Page 82 of 251

(b)(4)



�ym
E

 L) 
E 0

    
 

 
  0 

0  
   

    0
        

       
    

   
             

         
         

0

E         

   

z  

0      

02
0

 
C

 

    
12          E      z        
E               0    

 

   
         

                E    

        
   .00               

41   
0

  

 
 

    
  

       
  

    
Ifo      

fol    
     

      

FOI - Page 83 of 251

(b)(4)



a

 
   0 

    
 

     0

         
 

         
    
        Cc 

       
   

        
 

         
       

   
   
      

   

2
          

w  
0

         
.2

16

0 M
0
A2
3

   

 
     

IC    
E  z    wvt     
E      0

  

LU 0    
 

LL    
   

    
    

 
   

   
4x  E zN   

    LU        
          

 C M      
co
41 0 w  w
0 M M       

  

0    
   Cc

 
    

  
     'o     

  0        0 zM M0     
0

     

FOI - Page 84 of 251

(b)(4)



TAB 22

Confidential I-Flow Corporation Page 68 of 200

FOI - Page 85 of 251



Special 510(k) - I-Flow Elastomeric Pump
Appendix B - Drawings

Appendix B - Drawings

              
              

            

      

 
 

 
  

 
  

 

 

   
   

      

 
  

  
 

   

  

  
  

        
    

    

   
    

   
 ~~~~~~~~~~~~~~~~~~~~~~~~~~~

Confidential I-Flow Corporation Page 69 of 200

FOI - Page 86 of 251

(b)(4)



Special 510(k) - I-Flow Elastomeric Pump
Appendix B - Drawings

      

  

   
 

 

    
    

      

 

  

 
 

 

   

 

Confidential I-Flow Corporation Page 70 of 200

FOI - Page 87 of 251

(b)(4)



Pages 88 through 113 redacted for the following reasons:
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Special 510(k) - I-Flow Elastomeric Pump
Appendix C - DFUs and Marketing Literature

Appendix C - Directions for Use (DFUs) and Marketing Literature

This section contains updated Directions for Use and example marketing literature for the I-Flow
Elastomeric Pumps that are currently sold.

I-Flow Elastomeric Pumps

Model Part Number Description
Type 1 111 092e, Homepump Eclipse,

111111f Homepump C-Series
Type 2 1302890c Easypump Basal with Bolus
Type 3 1302298b One Step KVO
Type 4 1302889c Easypump Bolus Accessory Set
Type 5 1304265c, ON-Q Pump,

1304267d ON-Q Pump Fixed Flow Rate Insert
Type 6 1304513c ON-Q Pump Select-A-Flow Insert
Type 7 1304514c ON-Q Pump OnDemand Insert
Type 8 1 302887b ON-Q Rawal Bolus

Accessories

Model Part Number Description
ACCO5 1303396c Filling Extension Set I
ACCI1 1304208a Reusable PowerFiller
H000004 1304313a Easy Filler
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MODEL: ACCII
ON-Q REUSABLE POWERFILLER

Intended Use
The PowerFler is Intended to be used wih ON-Q purnps to alow for easierfilling.
CAUTIONS: DO NOT USE IF PACKAGE HAS BEEN OPENED OR IS
DAMAGED.
ON-C POWERFILLER IS NONSTERILE AND REUSABLE.
* Clean, decontaminate and sterilize pror to use per standard hospital protocol.'

Directions For Use
Use Aseptic Technique
Connecting Powernlller to Syringe
I. Secure PowerFiller to 60 ml syringe barrel and slide thering down to the bottom of the syringe until it is secure.
2. Fill the 60 ml syringe wth medication.

PowerFiller from sliding off syringe.

To Fill the Pump:
1. Close clamp on pump.2. Open the cap on the pump fill port and connect thesyringe to the pump fill port. Verify cnnrecton is secure.3. Hold syringe upright with plunger resting on a flat surface.4. Grasp each side of the PowerFiller and push down as thefluid is injected into the pump,
5. Repeat as necessary.

To Fill Pump using Filling Extension Set4 ; ~~1. Refer to Directions For UseforPrimingthe Extension Set.2. Attach filled syringe to Extension Set.
3. Connect primed Extension Set to the pump.
4. Follow directions above for filling the pump.

NC ne: Eleoet a S shoud rer Flo seass afrech d t o pump Thl pot un Plager1g Is c'oup20*Reb~c ctaret~t M'SyAA4MI gonras for A 'fhne idcnatm~o, 01 Th saf 17an Wng. Nbgolcajdeconatren nein alld steiltza~o, of i~1cu devce
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Sterilization Recommendations
Using a validated gravity displacement steam sterilie.r, the minimum exposuretime and temperature is 10 minutes at 132° C (270" F).

Sterility of the product is the responsibility of the healthcare facility.

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

For Customer Service Please Call:
1.800.448.3569

www.iflo.com

Manufactured by- European RepresentaiveI-riow Corporation MPS Medical Product Service GmbHLake Forest, CA 92630 mgasse 20,35619 BmunfelsUS.A 0123 Germany

1304208A
08{2005
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Special 510(k) - I-Flow Elastomeric Pump
Appendix D -Marketing Literature

Appendix D - Marketing Literature

This section contains example marketing literature currently in use for the I-Flow ElastomericPumps. The new 600 ml models have minimal impact on existing marketing literature. The onlyupdates necessary would be references to nominal fill volume (600 ml), maximum fill volume
(770 ml) and delivery time.

Confidential I-Flow Corporation Page 146 of 200
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64446 Continuous~~~~~~~~* Solat ic

64449 Continuous Lumbar Plexus '

If reimbursement issues arise, please call our toll-free hotline:

1 .866 .745.2455 NEWON-QC-bloc

Reimbursement specialists for ON-Q C-bloc are able to: ,with Select-A-Rlow and OINDEMAND
'~ Clarify coding and reimbursement issuesIlwyotoajsthfowre

. arefillo 
-to aIn rdju ct -

flo 
rat u

patients wto anoptioal mublus/60

O~~~~~~~~~~~~~~~~~~~~~mnute reil INIAEDF- a c~dll n pout- fto-y r e turn

- Si;na.y better
pain reliefthw na~tkFOR MORE PRODUCT RELATED OR ORDERING INFORMATION CALL FRALS fSPOTN TDE II

- igffcat~ .. , 800.448.3569 or 949.206.2700 /f/~com
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CON-fl IS INDICATED FOR:

ReeiigRecovery"m

FREQUENTLY ASKED QUESTIONS

4Will ON-Q C-bloc provide better pain relief than traditional therapies?
By adding ON-Q to a patient's post-surgical pain treatment, patients will get significantly better pain relief than
with narcotics alone. When ON-Q is used with narcotics, it significantly reduces the amount of narcotics needed
to relieve pain following surgery. Key studies from various surgical specialties were submitted as clinical
evidence validating these new indications. With these key studies the data also demonstrated reduced length
of stay, decreased cost, increased patient satisfaction and a quicker return to normal function.

4What medication should be used in the ON-Q C-bloc pump?
A local anesthetic preferred by the anesthesiologist. The most common local anesthetic used for continuous
regional analgesia is ropivacaine. Drug manufacturer dosage guidelines should be followed.

4 Is the C-bloc indicated for epidural use?
Yes. The C-bloc may also be used for epidural applications. Refer to the Directions For Use for specific
information on epidural use.

4 How does the pump work?
The pump consists of a multi-layer membrane with a protective PVC cover.The strain of the elastomeric
membrane provides a positive pressure of approximately 10 PSI. A capillary orifice controls the flow rate.

-4 What is the material in the elastomeric membranes?
The pump consists of three layers:
-The inner layers are a synthetic thermoplastic elastomer which contains the drug and is non-latex.
*The middle layer is composed of natural rubber latex. (Technical Bulletin available upon request)
* The outer protective layer is PVC.
The fluid contact materials are biocompatible.

4 Can the ON-Q C-bloc pump be used on patients with latex sensitivity?
The pump does not contain latex in the fluid pathway. The PVC bag that surrounds the pump membranes
eliminates the risk of contact dermatitis that can occur when latex comes in contact with the skin.
(Technical Bulletin available upon request)

4 How can I tell if the pump is infusing?
The medication infuses at a slow rate. A change in the size of the pump will not be noticed on an hourly
basis. It may take longer than 24 hours to notice a change in the appearance of the pump. Over time the
outside bag will become loose and creases will form in the bag. If the patient is getting good pain relief,
the pump should be infusing as expected.

4 What is the accuracy of the flow delivery?
Delivery accuracy is ±1 5% (±20% for C-bloc with Select-A-Flow') of the labeled infusion rate when filled to
nominal volume.

4 What is the size of the in-line filter?
The filter is 1.2 micron particulate and 0.02 micron air-eliminating filter.

4 Are there any factors that affect the flow rate?
The ON-Q C-bloc pump is calibrated for the flow restrictor to be in contact with the patient's skin. Care
should be taken to ensure that this portion of the tubing is secured to the patient's skin and that it is not near
any cold therapy. if the restrictor is away from the body, the medication will infuse at a slower than expected
flow rate. Also, do not tape over the filter vent. Underfilling or overfilling will also affect the flow rate.

ConfifdefltI~e Directions For Use for other faggS~w Corporation Page 149 of 200
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4 What is the difference between ON-Q C-bloc and ON-Q C-bloc with QNDEMAND"?
The ON-Q C-bloc with ONDEMAND has an added feature that allows patients to give a $ ml bolus every hour
in addition to the continuous 5 ml/hr rate.

4 How does temperature affect the ONDEMAND?
The restrictors are inside the bolus device. ON-Q C-bloc with ONDEMAND should not be in skin contact, as it
is calibrated to room temperature. The ONDEMAND bolus should be worn outside the patient's clothing and
may be clipped to the carrying case for convenient access.

4 Does ONDEMAND have a lockout feature?
The ONDEMAND has a one hour refill. If the patient presses the bolus button before one hour they will
receive a partial bolus dose. Medication doses should be calculated at the total average rate of
10 ml/hr (5 ml/hr basal + S ml bolus).

4 What is the ON-Q C-bloc with Select-A-Flow-'?
ON-Q C-bloc with Select-A-Flow incorporates a controller that allows the infusion rate to be adjusted by
turning the rate changing key on the device.

4 What flow rate ranges are available with the Select-A-Flow?
2 ml to 14 ml/hr at 2 ml increments.

4 What happens if the flow rate is dialed between settings such as 2-3 ml/hr?
To ensure accurate flow rates, the dial on the Select-A-Flow must be "clicked"into place under the specified
rate. Placing the dial between settings will result in unknown flow rates.

4 How does temperature affect the Select-A-Flow?
The Select-A-Flow should not be in skin contact, as it is calibrated to room temperature. Avoid ice or cold
therapy near the controller.The Select-A-Flow should be worn outside the patient's clothing.

' What about tamper resistance with the Select-A-Flow?
To discourage tampering, the rate-changing key may be removed from the dial and put in a place for safe
keeping. The plastic cover over the dial may be secured with a standard tie wrap.

4 Can patients shower with ON-Q C-bloc?
Physician's instructions should be followed. Precautions should be taken to protect catheter site and pump
from water.

4Can ON-Q C-bloc be refilled?
No. The device is single use and disposable.

4 Is there reimbursement for ON-Q C-bloc?
New CPT codes for Continuous Nerve Blocks include the following:
64446 Continuous Sciatic 64448 Continuous Femoral
64416 Continuous Brachial Plexus 64449 Continuous Lumbar Plexus

Refer to the Reimbursement Hotline for any questions on coding and billing policies and issues (866) 745-2455 (tollfree)

EREFER TO THE PRODUCT'S DIRECTIONS FOR USE FOR MORE INFORMATION.

FOR QUESTIONS, AND FOR A LIST OF VISIT US ON THE WEB
PUBLISHED CLINICAL STUDIES PLEASE CALL iflocom

800.448.3569 or 949.206.2700 AskYourSurgeon.com 05/2005Confidential I-Flow Corporation Page 150 of 200
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Your Recovery is Redefined
with ON-Q C-bloc

PAIN RELIEVED AFTER SURGERY SO YOU
CAN GET BACK TO NORMAL FASTER

/~~

Redefining Recoveiy"

:60~ ~ "111
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The Better Choice for Post-Surgical Pain Relief
Narcotic Pain Relief so they won't make you sleepy or groggy
Common narcotics are morphine, codeine and don't numb other body parts. Other
and Demerol. They may be taken in pill local anesthetics that are commonly used
form or given through on IV. Narcotics are ropivacaine and bupivocaine.
affect the entire body and may slow the
recovery process. They can make you Continuous Nerve Block Pain Relief
sleepy or groggy. Narcotics may also Doctors have used local anesthetics during
cause nausea, vomiting, constipation and different types of surgeries for years. Now
possible breathing problems. these medicines are used to relieve pain

after surgery. The local anesthetic is put
Local Anesthetic Pain Relief directly where key nerves are to block
Local anesthetics are numbing medicines the pain in and around the surgical area.
like Novocainr® that work right where the This method of pain relief is called a
pain is. They don't affect the whole body, Continuous Nerve Block.

*04&*
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There are diferent model) of the ON-O

Narcotics C-bloc rnump Your he-clthcare team wil
The entire bod jh o oTheyentire bodj decide which produc' as 'ht for you

is affected

ON-a C-bloc
Only the anea around

the surcal site is affected ON-QinfusionrumpautomoticaIy
delivers numbing medicnejfor
pain relief.

IWs Time You Know About ON-Q C-bloc
ON-Q C-bloc is a system many doctors
use to deliver a Continuous Nerve Block.
It includes a balloon-type pump filled with
a local anesthetic medicine. The pump is
automatic and completely portable and
may be clipped to your clothing or placed
in a small carrying case.

The pump is attached to a very t ONDemand bolus button allows
tube (catheter) that is placed by an an edeO g
anesthesiologist. It is placed under the skin

next to a nerve near the surgical area.
The ON-Q C-bloc pump automatically
delivers the medicine at a very slow flow
rate, blocking the pain in the area of your
surgery. ON-Q C-bloc gives you better pain
relief than taking only a narcotic medicine,
With ON-Q C-bloc, you may need to take

ON-aQC-boc withless traditional pain medicine. ON-A-Flow
You may wear your pump while you're S RateACon

in the hospital or even take it home for a V'ariabl te montolnerniedctor
adjust Mee amount ofitumbing medicine

few days. j~~~~~~~~~~~~~.ou receive to best meetyour needs.

i%~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
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·Signfeny es,
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"Literaly, without ON-Q

I would have been in so much

- but that wasn't the case. I ha
a much better recoveyy than I

expected because of ON-Q"

ON

www AskYoUrSurgeon cOmr

Benefits of ON-Q C-bloc

ON-Q C-bloc may provide:
* More comfortable pain relief and recovery
*Pain relief without the side effects of narcotics
* Constant pain relief, so pain doesn't "break through" as it sometimes does

with narcotics
*Quicker return to normal
*Earlier release from the hospital

Your surgeon and anesthesiology pain management team will tell you if a
continuous nerve block with ON-C C-bloc is right for you.

Confidential I-Flow Coroation Page 154 of 200
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YOUR DOCTOR'S INFORMATION
Call your doctor for any questions or concerns about your nerve block and all
other medical questions:

Doctor:

Phone:

After Hours/Weekends:

FOI - Page 173 of 251



Finally, you can start .,~"' %-~,ON-Q IS INDICATED FOR:
I iigcantly better
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Redefining Recovery :
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Customers asked for it, and ON-Q has provided it - the NEW
Triple Site Pump for large incisions or surgeries with multiple
surgical sites. Count on the ON-Q Triple Site Pump for reliable
continuous pain relief to get patients back to normal faster

Th6 ON-Q Painfluar Tiple Sitb Piump may
be used in tomd pmmdam, omh as lrge
amhw hi'd' ."d fra so -oyIM
It is als elbdino am"on my apeddli,
incdu&g +a Ucilwoiug prawedures-

cV-Ct
CABG + Chae Tub.
04MG + Sapheocus Vibnt HarvAing
Thoracetm + Ch. Tub
Thoro lna Aortic Aneurysm

Stoat Augmntshaion + Abdomlnoplusy
TRAM + Rowanatrcloc

up to 4 Days 400 mx 6 ml/hr0WUOP4ID (2 ml/site) P400X6T 5 per case
L.j Kr" R~plocmneu The Triple Site Pumps are conveniently packaged as pump-only models. This allows for

USP compliance and also versatility when selecting Soaker ® Catheters. Please see the
GENIRAL ON-O Expansion Kits below for corresponding catheters and needles.

Laparotmy
Biaoteral Mastecomy ON-Q SOAKER' EXPANSION KITS
Nepbimdomy

Expansion Kit- 2.5 in (6.5 cm)
T-Peel Needle 3.25 in

Expansion Kit- 5 in (12.5 cm) PM020 5 per package
T-Peel Needle 6 in

Expansion Kit - I in (2.5 cm)
T-Peel Needle 3.25 in PMO35

(I'FLOW)® Expansion Kit- lO in (25 cm) PM040 5 per package
20202 Windrow Drive For a list of supporting studies, T-Peel Needle 8 in
Lake Forest, CA92630 please visit www4flo.com
Phone: 800-448-3569 Also available - the new ON-Q Antimicrobial SilverSoaker" for an added layer of

WA9MC4fMential PFt"t(BI% Afl 2 0A' PMO3 0-A, PMO4 0-A). Page 157 of 200

04/06 M1304604A RX O.Jy iFlaw, ONG, PoinBustRecdSry ad Sliverroaker are rodeginks atd da.r i Corpoaton.R

22-,O?
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ON-Q PainBusterTriple Site Pump O - pi~se
Drug Dosing Information P400X6T .Rdhnn eoey
This chart should be used as a reference only; it does not replace specific instructions from clinicians with experienceand additional information about administering these drugs. Drug doses are approximate and based on nominal
specifications.

CAUTIONS
* Chart is based on nominal (labeled) flow rate of 6 mI/hr (2 mI/hr each site).
* At nominal flow rate, as indicated in the chart below, there is no clinical experience to support the use of bupivacaine
at concentrations greater than 0.25%.

* Flow rate may vary by ± 15%. See ON-Q Pump Directions for Use for additional factors that may affect flow
rate.

* It is up to the physician to determine which patients are most appropriate for this device and ensure that patients are
properly instructed on its use.

* 24 hour dose (mg) is calculated by filling ON-Q PainBuster pump to the nominal (labeled) volume. Ailling the pump
fris than nominal increases the flow rate and increases the dose delivered in 24 hours.* Additional bolus or loading dose should be added to the calculation.

* Refer to the drug manufacturer's package insert for complete prescribing information. Physician is responsible forprescribing drug based on each patient's clinical status (such as age, body weight, and disease state of patient).* All local anesthetics are guidelines for use in adults.
* Referenced local anesthetics are without Epinephrine. Vasoconstrictors such as Epinephrine are not recommended for
continuous infusions.

ON-a PainBuster Triple Site Pump 24 hour dosing (mg) Cross Reference Chart
Chart is based on nominal (labeled) flow rate of 6 mi/hr.

Drug Concentration.2 J 02% J 0.%

_ _ _~ ~P~400X6T 288 mg 36 g(RU, LE)
Calculations hosed on nominalfo oe lwrt a ayb 5.SeO upDrcin o s

Formnula:m m/rx % drug concentration x IlOx 24 hr -=24 hour dose (mg)
CAUTION
Toxic Level Indicator: Drug symbols that appear in chart above indicate that the cross referenced drug concentration
exceeds the drug manufacturer's recommended maximum 24 hour dose.

Drug Manufacturers Recommended Maximum 24-hour dose (intracoperative)
Drug Maximum Toxic Level Indicator
Bupivacaine 400 mg RUJ
Levobupivacaine 695 mg LE
Ropivacaine 770 mg RO

ON-Q PainBuster Triple Site Pump
1000

800
0'2072

0

-600

200

0

Bupivacaine Bupivcaine Ropivacaine Ropivaca.ine Levobupivacaine
0.25% 0.5% 0.2% 0.5% 0.25%

P400X6T dosing P4(00XGT dosingWixhIt dru maufcurr reno~mmended Exceeds dru auacuesreomne
ma. ximm 24 hor.~ dos.aimm2,huds

Reference.

Gottschaik A et ai. continuous wound infiltration with ropivacaine reduces pain and anaigesic requirement after shouider surgery.Anesthesia Analgesia2003;97:1086-9t
White Petr al. Use ofa continuous iocai anesthetic infusion for pain management after median sternotomy. Anesthesiology. 2003; 99918-923.

fi~~~j~ ~ fC% I-Flow ONO an Panute rrgseedtrdemarks of I-t Cororaio
t16FLrWf fltjiStirn, Rece .. ,i trademak of i-iow C.,P.r~riOJ-FIOw Corporation Page 158 of 200 1053

Contact us at: 949-206-2700 or iflo.com Page 1lofl1
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Finally, you can start

Redefining RecoveryTM
The ON-0' Select-A-Flow System-Increasing Control and Flexibility in Post-Op Pain Relief

The ON-Q Select-A-Flow:

· 1-7 ml variable rate allows you to set the
-~ ' optimal rate for your patients' individual pain

relief requirements

· The same simple and reliable continuous pain
relief you know and trust with ON-Q

· Provides flexibility to change flow rates to
'"-~-~--.~ " ,! ~/ effectively manage your patients' past-op pain

" / * Gets patients back to normal faster

* Designed with patient safety in mind

~.t4a

~~~. a-r
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Soaker Catheter Expansion Kits
DESCRIPTION MODEL TY."' x n 'o n ii .................. ' '' ................ ............ . ...... ... ..I .......
2.5 in (6.5 cm) per
T-Peel Needle 6 in package

Exanio it125 PM020 5pe..
'~,~;;io"~i'~' .......... MOS' .......... .....

5 in (I2.5 cm) per
T-Pei Needle 6 inpackage~ · ~ ;;;;io~ Ki; ~i~ ... ...... 0 .................... ............-

' ~ Expansion Kit 25 PM040
I in (25 cm) per

T-Peel Needle 8 in package~~ ~~~~~~~~~~~~~~~~~~~~~~~~~ ............... .......................................... ..... ........

ON- PainBuster®
Redefining Recovery'

i;Z.Z.Z....Z.............i................................................................................CONTACT YOUR ON-Q REPRESENTATIVE FOR ORDERING INFORMATION... ... ... ... .. ... ... ... .. ... ... ... .. .. .................. ..i I .~.Z.... . .. . . ...ii ..~!..... ........... ... ~..... ....... ..... ..... ..... i...... ... i.... . . ~..Z..... .. ..... .... . .I FoR MORE5 PRODUCT RELATED OR ORDERING INFORMATION CALL 'FOR A US OF SUPPORTING STUDIES VISIT1--~ A& W 3569 o 949.206.2700 Inlow Corrbf*Won~~s20202 Wmndrc'w I tLk. Faust I CalifornFa 92630 AkhmsumnPage 160 of 200
MMO3O1/S Sok aadRl~tAgho~q-wdt f $o opv12/0,OO oMo5'M~0ypccma gndk&abo b. a0 o xa
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ON 0 IS INDICATED FOR:Buster®~~ ~~~~~~~~~~~~~~~~~~ Sigoificanby helter

pa, nreiftanarcotics

Frequently Asked Questions
1. WillI ON-c PainBuster provide better pain relief than traditional therapies?
By adding ON-C to a patient's post-surgical pain treatment, patients will get significantly better pain relief than withnarcotics alone. When ON-C is used with narcotics, it sign ificon tly reduces the amount of narcotics needed to relieve
pain following surgery.

2. What medication should be used in the ON-C PainBuster pump?
A local anesthetic of the Physician's choice. Drug manufacturer dos5age guidelines should be followed. I-FlowCorporation has performed stability testing on Bupivicaine HCI, Lidocaine HCI and Ropivacaine HC/. Technical Bulletins
available upon request.

3. How does the pump work?
The pump consists of a multi-layer membrane with a protective PVC cover. The strain of the elastomeric membraneprovides a positive pressure of approximately 10 PSI. A capillary' orifice controls the flow rate.

4. What is the material in the elastomeric membranes?
The pump consists of three layers:

* The inner layer is a synthetic thermoplastic elastomer which contains the drug and is non-latex.
* The middle layer is composed of natural rubber latex.
* The outer protective layer is PVC.

The fluid contact materials are biocompatible.

5. Can the ON-C PainBuster Pump be used on patients with latex sensitivity?
The pump does not contain latex in the fluid pathway. The PVC bag that surrounds the pump membranes eliminates therisk of contact dermatitis that can occur when latex comes in contact with the skin. (Technical Bulletin available upon
request)

6. How much medication does the device hold?
A variety of sizes and flow rates are available, providing dosing flexibility, Depending on the model selected, thedevice may hold from 35 ml up to 550 ml of medication. In fusion times range from 12 hours to S days depending onthe model and fill volume selected. (Refer to CN-Q PainBuster Directions for Use for delivery time information)

7. What happens if the pump does not fill evenly?
The pump may fill unevenly; this is normal and should not cause concern. One side of the pump may completely fill andthen the other side begins to expand;- you may experience increased resistance during filling.

8. How can I tell if the pump is infusing?
Because the medication is infusing at a slow rate, you will not see a change in the size of the pump on an hourly basis.it may take longer than 24 hours to notice a change in the appearance of the pump. Over time the outside bag willbecome loose and creases will farm in the bag. Th1e pump ball will gradually decrease in size. If the patient is gettinggood pain relief the pump should be infusing as expected.

9. How much pressure does the pump exert?
Approximately IO PSI (5O0mm Hg) pressure.

1 0. What is the accuracy of flow delivery?
Delivery accuracy is ±E 15% of the labeled infusion rate.

I11. What is the size of the in-line filter?
The filter is 1.2 micron particulate and 0.02 micron air-eliminating filter.
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12. What effect does temperature have on the pump?
The ON-O PainBuster pump is calibrated for the flow restrictor to be in
contact with the patient's skin. Care should be taken to ensure that this
portion of the tubing is secured to the patient's skin and that it is not near
any cold therapy. if the restrictor is away from the body, the medication
will infuse at a slower than expected flow rate.

13. What is the difference between ON-Q PainBuster and ON-Q
PainBuster with ONDEMANDTM?
The ON-Q PainBuster with ONDEMAND has an added feature that allows
patients to give a 5 ml bolus every hour in addition to the continuous
2 ml/hr rate.

14. How does temperature affect the ONDEMAND?
The restrictors are inside the bolus device. ON-Q PainBuster with
ONDEMAND should not be in skin contact, as it is calibrated to room
temperature. The ONDEMAND bolus should be worn outside the patient's FIoR.,,ft
clothing and may be clipped to the carrying case for convenient access.

15. Does ONDEMAND hove a lockout feature?
The ONDEMAND has a one hour refill. If the patient presses the bolus button before one hour they will receive a partialbolus dose. Medication doses should be calculated at the total average rate of 7 ml/hr (2 ml/hr basal + 5 ml bolus).

16. Is there a greater risk of infection with a catheter in the wound?
An internal audit was conducted that compared reported cases of infection in patients using the ON-a PainBuster pumpto data available from the CDC which surveyed the incidence of surgical site infections. When compared to this CDCdata, the ON0Q PainBuster system did not appear to increase the risk of surgical site infections. A detailed report is
available upon request.

17. What measures can I take to prevent infection in patients?
* Insert the catheter 3-5 cm away from the wound site.
* Cover the catheter site with an occlusive dressing keeping the catheter separate from surgical site.
* Protect catheter site from water
• Perform routine assessment and monitoring of the catheter site.
* Remove the catheter as soon as the infusion is complete.
* Follow instructions for proper catheter removal.
* The catheter should remain in place no longer than 5 days.
* Do not refill the pump.

18. What type of catheter configurations are available?
The ON-a PainBuster system is available with either a standard 20 GA infusion catheter or a Soaker CatheterTM. The
Soaker Catheter has multiple ports along the distal portion of the catheter to provide better drug distribution at theincision site. This catheter is available with a 2 .5 cm (I inch), 6.5 cm (2.5 inch), or 12.5 cm (5 inch) soaker segment.
The ON-a PainBuster with ONDEMAND is available with a I' multi-hole catheter.

19. Can patients shower with ON-a PainBuster?
Physician instructions should be followed. Protect pump and catheter site from water.

20. Who should remove the catheter?
Physician's choice. The surgeon, nurse, or patient may remove the catheter.

21. Can ON-O PainBuster be refilled?
No. The device is single use and disposable.

20202 Windrow Drive, Lake Forest, CA 92630
Phone: 800-448-3569/949-206-2700

For a list of supporting studies, please visit w.tw.iflo.com
FFI.0. O-OrPiniAutrn end weww.AskYoud ur gA n corn oe repstoed redemorks a IFiew Corpraona.Confidential S0er(nJ, i gCekier C un 0corpoo0 Page 162 of 200

©2005 NFlow (orpo. o. AN right resere
05/2005 130U966E

FOI - Page 179 of 251



a

'Is C~~~~~~I

$

La~~~~~~~~'

-

~~.-Ct

~~~ -

**~2 11
~~~~~~~ d Ia~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~~_~ 

R · · ·
'U

FOI - Page 180 of 251



S

HL~~~ A.~~

~~ £j E2 &0 s...

E~~~~~~~~~

~ -~~~~~~~~~
'~ ~ ~~~~~~~~~~~~~~~~~~~t

FOI - Page 181 of 251



O~~~~

-L C ~~_i i'~~~~~~~~
· ~ ~ - , ~ ~ ,~_ ~ ~: , ,~: /~ ~- _~ = ~CoC3~ ~~~~~~~~~~~~~~~~~~~~~) I

· ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ C =.C

FOI - Page 182 of 251



1 ~~~~~~0

I U~~~~~~~~~~~~~I01 "
~~~~~~~~~~~~~~~~~~~~

C.

·

-;~ .. . . . '" ,- E . ~ =. = 4 . : )

~~~~~~~~~ ~~ i:f~ :~- , -- "~Y-

-~~~~~~ k ~ ~ t\

FOI - Page 183 of 251



IL

r

ZS~~~~~~~~~~

ill~~~~~~~~~~~L

IE~~~~~~~~~~~~~~
S2 Z 2~~~~~~~~~~~

FOI - Page 184 of 251



Willi ft-ten.,~-'--.,~-~0

Local Aneswthei Dosing by Drug Concienltration
and ON-1a Pain~uster Model

This chart should be used as a refr, I oIy Itosntrpoc
specific instructions from clinicians with, experie',ce and oddiionOl
-roomorion obo.,i admiq tssring these d'ugs Drug cose, orm

approximate and based or 'oTinal specifications

CAUTIONS
* 'x~ Leve indicator: Drug symbols trios oppeor in chort beslow

'nd~cate J4,aj the cross referencec- drag cancenvrorior arnd ON-QPoirBusjef model excneds the drug mnonFictre' s recomme',ded
mo~imum 24 hour dTi-

*24 ho.ur dlose tmgl is calculated bry filling the oN-C Painauster
p~nmp to the labeed NOMiNAL volunei. '-ilirig +6 pump esis thorNOMINAL will increase the flowt rote ord th15 increase Ktidose
delivered in 2t. hmrs

*Bolus or ladding dlose si-ould be added Ia doase cictivolior
See Boi Dose Cross Reference Chart on~ faerse side

* Refe, to dr,9 manuiacturersr package insert for complete
Elec~iiqginhrmoionSupieon is reswoosible Jo' presc' bio9 drug£otedor each patient's cl rical storvs (such as age, body weight

Oiddisease state of patient).

*A; local oresihee~c-. Thou d be rega-dled as guidelires for useri

* Risferie~ed local anest-,efics are wthout Ep repl-rine
Vasoconitshco,0 s such as Epinephrine oro drenalIre ane not
necessary and may rot be. recorn~,endt for conrinuotis infusions

Drug Marmoskdurarn' toresosaetend Moxiom.sm Desit minkooperonv.

Drug 24-Hou Dee" boxic levellhdno
Bup vacairne Marcoire", Sehsorco ne" 400 N ~ RU
Levonuipivoccine (Cthivoconre'I 695 mg LE
Ropiwoca~ne lNanopin': 770 mg RO

Drug 2*-ow Dlose bxc Leve Inmlo,

Lidclarne [Xyloaoi~neq 30C mg

ON44 lPo&,Iuujer 24 Hocw Does jmujl Cros Iteforent. dimi

It 1t2-J. ., J,', i 2 4 .is 30 mg 60 mg
I'PMOD2. PMO12 PM022
II'>" ~1~ -

9 6mg l2O mg 240 .mg

PJM03, PAW) 13 PM23
j 1 20 mg lmg 24D0mg

PMCOI PliJ PA424 Wu
______ ~~~~~~~240. 300 mg 600 Mg

1P11105, 1Pinl05, I'M1O2S
duo 2 'I ce tmu

I ~~7' 4 1l2 mg 240 mg 4A0 mg
PhW26 ILl

lAX ,.,Y.-~~~~,, 210 mg 3ODamg 600rmg
,P5W27 DUSDu ILiEgo~~~"1 ~~~~4110 mg -600 mg l20D0mg
IPAWII111,Pmosni

1?g 240 mg 4I mg
o txaos oed or ti,oJ f, ~, r. lo cr~ro* r bi, .5%. See 0uV4)
Pa, n&,r, Orcfros For U .trddr,nnat &rror +crr 04,Sa rose xi

rrfsi,'inhr rugr~seafoi~n~ui 0 24 tsr - 24 tab, dna r;
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Local Anestheic Dose

Drug MnjodwwB Mcxi.,.,. hwmvMeded DO' (hnavperacvn)

Maxikme
Drag 24-+kw Dn.e htac 'de dkcaor
uplvocoii. ~Morcoire&, Setisorcaine'j 403 mg BU

levobvpi~acine OCtircoirteI 695 mg LE
Ropivamcoe JNorQQinO 770 mg RO

Maqxm%,m
Drug 24 -Hoo Dose b' Le"d Indica,.r

l2,h..ou, d='. 9 c.s
jdocoair Xylocoirej 300 m9

oWm Do.. 4md Crc.. bRn.mm dCo-

10 ml 20 mg 25 mg 50 m~g
20ral 490mg 50I mg I 0 0 mg

Ftyuln 30 ml 60 mg1 75 mg 150 mg_
* f p.40 ml 00 m g 100 nI-, i 200 mg

%wwAskYwitrPn.comn

20202 mw9 Duitv, Loke Few, CA 92630
Ma: 800-448-3569/M49 2'27DD

i' a1I ofsl awtq sid, pere who vw.&.(m

onidnia 4vI- Corpo aion IP I o
2(lis 01?1i2c
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Abdominoplasty
  

Ths maoerrat is provided fox educational, pvrposes and represents the technique used by the above surgeon Catheer pklemenrfprovided (m 9quidoce only and is sublect to the indiwdual expertise, experience and schod-/-t'cought of the surgeon placing the
catheter This protocol is not to be construed as I'Ftow's specific recomnrendotpon

SAMPLE PROTOCOL Drug Mawf-mgur.es' "Remended Dose

Pump Use& PM046: 400 ml x 5 ml/hr, 10" Soaker CatheterT MA DRug MAXIMUM

Drugs in Pump: 330 ml of 0.25% Marcaine M u 24 Hour Dose
Bupivocaine 400 mgP*I'lision Infit Subiascial block, peripheralhy and adjacent (Morcainet, Sensorcaine")

to the midline repair. tevobtpivocaine 695 my

30 ml 1,0% Idocaine with epinephrine (Chirocaine~t
30 ml 0,25% Marcaine with epinephrine Ropivacaine 770 mg

(Naropins)
Callssr PIlocuv Fasciol repair in 2 layers. A 4 mm curved
suction cannulo is passed from the suprapubic drain site into the Mwda.,. TOW Dos
repair and brought out in the epigastric area of the repair. The t24 hour dine noi specifietd)
catheter is threaded down the cannulo. The cannulo is slowly tidocaine 300 mg
withdrown to the hypogastric area of the repair and the tip poked up (Xyloccine)
through the repair. The catheter is visible as the connula is withdrawn
irom the drain site. The catheter is pulled until it goes into the repair facts/ A1c e'e wwcmnhriaead
itsell and are under the fascia. UMIIdter iimm aeildsin shaM be nrdg d

as id fr w.e in adc ,
Poslapeatie Blos: None

Clellr Searemat Teclm a The catheter is raped to the central
drain with a Steal-Strip.

Ad&iltan Past-Op Pain Medimsow l Hydrocodone or ibuprofen as
needed.

CAUTIONS

· Medication, used with this system should be odminrrsmrrd in occordance with insiructions provided by fhe drug manufacturer (see guidelines above)Surg/eon is responsible fo prescribing drug based on each potlient', clincal statws (eg., ago, bo y weight, disease state dpotienr)
*·Vosoconsrricto, such as Epinephrine or Aodrealine are not necessary and may rot be recortmerd for continuous infusons.

*Refer to O4-C DiVctions to, ULi, tot fiu) insrunctioos on using the O-0 Sysem

130C007A Pa I of 2Confidential i-Flow Corporation Page 170 of 200
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Abdominoplasty

These images am for generui guicance on4 and no# inended to be construed as I-Flows specific recommtenekto

PLACEMENT

SECUREMEN!

2 WW~ roLak LA rt N630> ik Cot~Phke Wot, t48A59263O 20& 27CC C1 2:drI,~1i I A s..C"I'l

Acor
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      Femoropopliteal Artery Bypass
Using Reverse Saphenous Vein   

This m~tprwo is provtde for ,ŽSuc-ctonal pvrposes and represents the technique used by the above surgeon Cotheter placeem isprovlded /of gv*dck..ce o&y ond/is subject to the indivduaf expertise experience and schoi-of t ehought of the surgeon pAcin0 thecafleter ThJi pfotoc:/ r4 not to be construed as )-Fiows specific recornnedosron

SAMPLE PROTOCOL Dnsg Manufacturn' Rmende, ! ba.

Pump Usd: PM025: 270 ml x 4 ml/hr f2 ml/hr *2 ml/hr) or Citie MAXIMUM
PM028: 400 ml x 4 ml/hr (2 ml/hr +2 ml/hr) Maximum 24 Hour Dose

Drugs in Puny: 270 ml or 400 ml of 0.5% Marcaine plain, Bupivocoine 4 0 0 mg
depending on pump used. In addition, on optional dose of Ancef, (MArcaine, "Sensarcaines)
one gram, may be added to the Marcoine to be infused via the pain Levobtupivacaine 695 mgpump. Mrcaine and Ancef ame compatible. (Chirocaine')

Ropivacainet 770 mgCdblelier I'lactmenit The first catheter is inserted approximately three (Nropivane 70minches laterally from the superior aspect of the proximal incision and
tunneled into the incision. (See Figure I) The catheter is then placed mn s Do"
alongside the femoral artery [See Figure 2). The wound is closed in (24 hour dose not speced
layers on top of the catheter, Followed by a subcutaneous dosure. Lidocaine 300 mg
The second catheter is inserted approximately three inches proximal (4iiWJ
to the superior aspect el the distal incision and tunneled into the

A cl musd .sI Or, r w~sowaut pAimhwi andincision (See Figure 31. The catheter is then placed alongside the
sophenous nerve [See Figure 4), and the wound is closed in layers as ie r u inw. ad.
on top of the catheter, followed by subcutaneous closure.
Collseller Secument: Both ON-Q catheters should be secured first with Steli-Strips at the insertion sites, followed by placementof a clear occlusive dressing over both insertion sites. (See Figure 5)- To prevent catching or pulling of the pump tubing,additional Steri-Strips con be applied to the tubing along the patient's thigh (See Figure 6). The pump should then be placed
into the carrying bag

Additional Post-p Pain Madsimi:ons: Vicodin or the physician's medication of choice should be available for postoperative
breakthrough pain.

CAUTIONS
* Medications vsed with Aus sysiem shovld be administered in accordance with instructions provked by Ite drug rnanufcurem Is" guidelines obavef.Surgeon is responskbie fkr prescribing dnug based on each pahenrs chnical status (e.g., age, body weight, disease vwe of paotnI)
· VWsocoist'cracns suclh as Ep;nephrine or adenahlre ae ne necessary and may not be recommceded far continuous inkstonsr
* Refe, to ON-C Directions fb> Use for full insdtians on usng th ON-0 Sysem.

Z\Wk ~~~~~~13036425 Poge I0or2
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Femoropopliteal Artery Bypass Using Reverse Saphenous Vein
These images are or general guidance only and not intenf to be construed as I-Fo's specific recommendation

PUNCTURE SITE

Figure I First Celheter Fpo 3 Second Colhefer

PLACEMENT

Fey,,. 2 First Catheter figu'e 4 Second Catheter

SECUREMENT

Figure 5 Figure 6

C*J ,, 20202 W draw Dre
CLeniei1 CA 9Page 173 o 200",

Phr-i 800O 448 356•949V 206 2700 ft$tV
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Above Knee AmputationV   

lhrs mcote, itrl S provided Jar educot~onai purposes orid represents ethe chn,'que used by t'he above surge~on Catheter placement is
provided~ Jr g,,,dance only o'rjid s subtect to the rnci¥,duco) expertise, e.tr~pererrc and schoo/ of4/tought of th~e surgeon placinlg tuecothc'tc:r 7T1h protocol is ny~ )o h~e coostre as I Flow's specific recoarnendwot/o

SAMPLE PROTOCOL Drig MAnadum rere' ' on ed Dose
Pump Usec PMO28: 400 ml x 4 ml/hr 12 mg/hr + 2 ml/hr) hUG MAXIMUM

Drugs hm Pump: 500 ml 0.5% bupwvacaine Miin 4HmDsMaximum 24 Hou Dose
Bupivacainse 400 mgPre-Indijon hdlkatiin: None (Marcaine", Sensorcaine")

Cadiar Placement Once amputation has been completed, a ear- [evobupivacoine 695 mg
away introducer is inserted through the skin and ink: the wound fChircoirre")
from the lateral side of the thigh. A second tear-away introducer is Ropivocaine 770 mg
inserted adjacent to the first Once both catheters ore in place, the (Naropin"
catheters ore adjusted so that the perforated infusion portion of the
catheter is centered in the wound and no perforations are outside the Ihxamum TWal De11
skin The fascia is closed over one of the catheters using ineuped (24 hur dam not speuified)
absorbable suture The skin is closed over the second catheter using Lidocoine 300 mg
interrupted monafilament suture or staples. Thus, infusion from one
catheter will be in the tissue below the fascia. The inFusion from the A /wo)aremle l e re Without staaepishrmne a
second catheter will be in the subcutaneous tissue. siossiqWh da guilsfirmsfor we in adubs.
Posopmsivs aBoIl Tedmiqcp Once closure is completed, the
catheters are hand injected with a few ml of bupivocoine or other
appropriate local anestheticL

Cads.' Securwnme t'edmqlsu The catheters are secured by creating
a loop near the skin entry site and then an adhesive polyurethane
dressing is placed to secure the catheters.

Adtli palst-Op Pain Medcilison Oral Vicodin PRN

CAUTIONS
* Medications used with thi, sys". sbovtd be adminsrered in accordance with instructions provided by the drug mronuccturr lise guide/ines hoore)Surgeon is responsible for pwescnbing drug based on each patients ctinical status (ag . age, body weight diseose stale of pat:ent)

Vasoconstrsctors sudi as Epinephrine or adrenaritne ore not necessary and moy not be omrn dende for con-nuous inhsons
Reafer to ONO Directons lor Ue 1,O fhull mnstructions o using Ahe ON-C Sysn,

ININ 13~~~~04137A Page I , 2
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Above Knee Amputation

These Images are for general goiekmce only and not inmended to he construed as I-Flow's specific recommendation

SUBFASCIAL INTRODUCTION SUBCUTANEOUS INTRODUCTION

FASCIA CLOSURE OVER Is' CATHETER SKIN CLOSURE OVER 2ND CATHETER

CATHETER SECUREMENT

2&202 Wi'kdr,~ .0,r
I onf1Flo CA 9263P
Phnre 80' 448 3569/9z~ 206 2702 CTdIAi-C:pa~

ConfldenflM I-Flow Corporation page 175 of 200
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Single & Bilateral Breast Reconstruction
with Tissue Expander and
Latissimus Dorsi Flap    

    

111,s rrCIcoo? is pridrd kg educathonal purposes and represents the echnique used by the above sultoans Catheter placement is
prowaded lot guidance only and s wbtect Ito the individual expertise. experienc and school-of thought of tie surgeon placing the
c:tbeker ThAs protoco: is not to be contrsed as i-FloW's specific recommendation

Drug Mamfturmn' RIeCOm.Mwd Doie

SAMPLE PROTOCOL DRUG MAXIMUM

Pump Use: Single: PM025 [270 ml x 4 ml/hr) I pump procedure 2
Slat'eral: PM025 (270 ml x 4 ml/hr) 2 pump procedure Bupivocaine 400 mg

(Marcainei' Sensorraine")
Drugs it Pump: single: 270 ml of 0125% bupivacoine plain tevobupivocaine 695 mg

Bilateral: Fill two pumps with 270 ml of a 50:50 (Chirocoineol
mixture of 0.5% Idocoine and 0.25% bupivocaine Ropivocaine 770 mg
plain (Naropint )

Catheter lamernest. Insertion of catheters is done through the oxilla
prior to inserting tissue expanders as not to damage the implant with M24 mm Total Dow
the insertion needle.

Lidocaine 300 mg
For the incisionr the catheter is placed superiorly in the sub pectoral (Xylocaine)
space. Drains are placed anteriorly in the pocketjs) and axilla,

Balus Tedimque: Single: 10 ml of 0.25% bupivocaine into mme/anu wnconnsduions solm be wgarmed
submuscular space per catheter as 9 /W&lhif for Use in a"da.
Bilteral: 10 ml of 50:50 mixture lidocaine 0.5%
and 0.25% bupivocaine into submuscular space
per catheter

Woumd Clmaure aid Catheter Secxemuav TedmWiquw Catheter secured with Steri-Strips and bio.occlusive dressing.
Wound(s) closed with subcuticular suture.

AdtkonS Postapersive Pain Medmiieauiae PCA if additional treatment of postoperative pain is needed.

01ser Nlotes: Remove ON-Q on Post-op day 2.

CAUTIONS
MedKcaliMs used with this sys*m should be administered in occordonc with instructions proidled by the drug manufacturer (see guideoines above)
Surgieon is responsibie kg prescribing drug based or, each poisntrs clinical status e~g, ageo body weight disease state of paoient)

· VosoconsIctors such as Epinephrine orAdrenaline are nor neessaOry and may not be recommended fr contrnu us infusions

· Refe to Ot-C Painfustor Oweirons for Use , tull insorichon, on using the ON.O Painfusser System

Z-?A ~ ~~~~~~1O3A343XS Po I tof 2
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Single & Bilateral Breast Reconstruction with Tissue Expander and Latissimus Dorsi Flap

These smages ore for general goidance only and not inlnded ~o be consrrued as I-FFow's specific recon'merodaon,

PUNCTURE SITE

cemuSW of cafEse'r in back daog O. mid. Pacm wit of cfmfabrin ah maflfctomy sil in
donor aft #W ,a.for subp .Plane
NOTE Ikne- :' ot cahelers is dc,~e Ikouiv he 0)0,! pK<,

hIe inrertr itr,rsnedc~g

PLACEMENT

0 Le,~~. ro~~~ CIA 92A3C lac,`.t COl&~ Od b c.flea.'ed bttf. L, 'k- stuo

PoIow Cor d e3M9/94V 206 27002
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Hand Surgery   

(Cubital Tunnel Release)
Thrs mnoter jai j nc,,ded for eductahonol purposes and represents the tecb;sque used by the obove stngeon Cathetel plccemeot rl
provu6od or quidance only and' s sublet to the ndwviduol expeotse experence and school ofi tought of the surgeon ploacng the
'orthetet h, pTtocol f not to be constwed as ( Flow5 spetific tecommendaoton

SAMPLE PROTOCOL Drug Manufacturers' Recomm.ndd Dos.
DRUG MAXIMUMSurgical Procedures: Cubital tunnel release, radial tunnel release,

CMC arthroplasties, epicondylectomy, hand/wrist fractures/fusions, Maximum 24 Hour Dose
ligament reconstruction, Bupivcaine 400 mg

Pump Used: PMO12: 100 ml x 2 ml/hr (Marcaine®, Sensorcaine")
Levobupivccaine 695 mgDrugs in Pump: 10 0 ml of 0.25% bupivacaine plain fChirocainej)

Cathee Pacemen. The catheter is inserted through the introducer Ropivacaine 770 mg
away from the surgical site and placed along the base of the wound (Na ropin")
on top of the fascia.

Maximum Tolal Dose
Caiheter Securement Technique: When the catheter is properly (24 hour dose not specified)
placed, apply one steri-st-ip at the insertion site. Also, apply a small Lidocaine 300 mg
sterile Tegoderm® to hold down approximately 2-3 inches of the (Xyloccline)
catheter. Then apply normal dressing and/or a splint. Avoid kinking AlCIc dCs - wfl.w .pinitba.mid
of the tubing throughout its course. mmu ner.remw__iom, diou IUbe regntdad

- guid s fAr use in adults.
Posoperative Balus Technliqe 0.25% bupivacaine plain (injected)

CAUTIONS
* Medications used with this system should be administered in accordance with instructions provided by the drug manufacturer (see guidelines obove).

Surgeon is responsible for prescribing drug based on each patient's clinical status (e.g., age, body weight, disease state of patient).

* Vasoconstrictors such as Epinephrine or adrenaline are not necessary and may not be recommended for continuous infusions.

* Refer to ON-Q Directions for Use for full instructions on using the ON-0 System.

· Caution should be used when selecting appropriate volumes and flow rates keeping in mind potential fluid buildup in a restricted space that may
lead to a complication, particularly with hand and lor foot surgery. complications may include: blisters, dehiscence, seromos, sloughing tlisue andsubsequent necrosis when too much fluid is delivered near the distal end of extremities. It's not recommended for incisional site delivery near thedistal end of extremities, instead, a nerve block approach is preferred. The above protocol is an example. Avoid flow rates in excess of 2 ml/hr and
total volumes greater than 700 ml. Technical Bulletin available upon request.

Confidenflel I-flew ~~~~~~~Cc.enornf aflrdspIo
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Hand Surgery (Cubital Tunnel Release)
These images are for general guidance only and not intended to be construed as I-Flow's specific recommendation.

PUNCTURE SITE

PLACEMENT

20202 Windro Drive txwdny
GIK ~ ~~e ~Lake oetCA 92630 SFJa ONO an.d Pr,An,,ss, or egwee ,oden'or~ of ~HW Cpoot

Phone: 800-48-3569/949 206.2700 Rnn R.,v o :,dnk of,. Corporaton
~-...,Zo-.-n-;2005 - Corp'arw Alrhr ro~,vd
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Rotator Cuff Repair       

___    

[)is inote,' icit orov.'dedf Ao ediccatcacoi/purp.oses and re/p'esents the tehnique used by the above surgeon Cathet ptY~fofenln 1*pl ov;ited f guidlarice only and is subject to the individual expenrse, experience and schoot-of-though! ci! the svJrpeon pOutin the
catheter This protoco s not to he construed as i'Flow's specific recormendk; o

SAMPLE PROTOCOL Mamicdunct Recommended Doe

Pump Used: PMO12: 100 ml x 2 ml/hr DRUG MAXIMUM

Drugs in Pmup 100 ml of 1% lidocaine plain Maximues 24 Haur Doe.
Btupivacoine 40C mgPre-incision Infiltratio 10 ml of 0,25% bupivocoine plain- Buiacoin.o 40rmg(Marcainee% Sensorca/nee)Aspirate before injection to avoid intravenous or inlro-arterial tevobupivocoin, 695 mg

injection. (Chirocaire4)

CadIeuer Placemenl. Placed onleriorly in the subacromial space Ropivacaine 770 mg
Arthoscopicolly confirm the position oF the catheter. Tighten all (fNaropinl)
connections and then inject 1-3 ml of 1% lidocaine plain to ensure
patency of the catheter. Maxnm.tum Tol Dose

(24 hom, done no! spec And)Bolus Tedmatiq A 25 ml bobs of 0,25% bupivacaine plain is Licocaine 300 mg
injected into the subacrorniol space through Ike arthroscopic portals. (Xylcaine)

CoitCetu Seememnt Techmiqu Catheter is secured with 3 wound
closure sips and is coiled under an occlusive dressing.

Addlonal Past-Op Pain Mdialsiont Vicodin . euia for - in adht

Ofil.er Nlw The catheter is removed either in physical therapy at
ao home by a family member -as instructed during the preooperative
leaching program, Tape flow restrictor to skin, away from ice packs,

CAUTIONS
• Medicationa used with th,'s system shouJd be adminiisted in accordacne with rnsrnuctons prov~ded by he drug nionutocauret is" gundethnn above).

Surgeon is responsibhe fo prescribing drug based on each poriert's citnical status (e g, age. body weig.A disease slow of patientn.
* Vosoconstrictors such os eopnephtrine or Adrenaline ore not necessary and mioy nor be recommended io continuous mnusions
* Rear to ONe) Panftoser Du.etions for Use for full instructions on using the ON- Pain&usts, System

13O3192F Pog.~
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Rotator Cuff Repair
These iflustrations are for general guidance only and not inenrded to be interpreted as precise anatomical tstrations

Placenmnt

Arthoscopic

Anterolawral Stab Incision

Tm NMe . s .ct i. N 4qifl , h

JaC~ ~~~0202 W,ndm, DriftConfiden414alie Fo 1 -F, CA 9263000
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ON-Q' PainBuster' Specialty Custom Procedure Kits
Create your ON-a Procedure Kit that's right for you. You can now choose from selected components to create a unique kit for
your procedures. From the list of ON-C products, choose a pump, catheter~s), needle(s) and tunneler to design a custom kit to
return patients to normal faster.

P/N ___________

INTERNAL USE ONLYLABELING OPTIONS

CHOICE I (Print exactly how you want it to appear on the label)
Doctor or
Facilty Name: ////////////////////////////////

(MAX 32 CHARACTERS)

or None: [71

and/or

CHOICE 11 (Pick one)
EI OB/GYN Kit vI Urology Kit L I Cardiovascular Kit EL Orthopedic Kit Fi None
EK] General Surgery Kit El CV/CT Kit D Thoracic Kit 7] Custom Procedure Kit

Each Custom Order includes 5 kits per case

Estimated Quantity of Cases/Month:___________ (Minimum Volume 5 cases/month)

Price Quote

Each: $_______ Case: $______

Hospital Name __________________ Acct. No. ______________________

Hospital Representative Name ______________ Acknowledgement Signature

Products currently ordering (e.g. PM025, ACCO2, ACCOSS, etc)
Models Price per case Models Price per case

I-Flow Rep

i-Flow Approval
NAME SIGNATURE DATE

FAX FORM TO:

949-206-2663

Confidential I-00 1Flow Cor poration ON Qien wr
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ON-a INFUSION PUMPS (Selectadesired pump)
Limit 1 Pump
i - P65X0.5 (65 mlx 0.5ml/hr) H Pl OOX2D (I mlx 2 mI/hr; 1 mI/site) EH P400X6T (400ml x2 ml/site)
F]PlOOXI (lO00 mlx 1 ml/hr) Li P27 0X4D (270 ml x 4m/hr;2 Ml/site) lChoose 3cagheters below)

[7] PIOOX2 (I 00ml x 2 ml/hr) F] P400X40 (400 ml x 4 mA/h; 2 mI/site)

LIP270X2 (270 ml x 2 mI/hr) (Choose 2 catheters below)
H P270X4 (270 ml x 4 mI/hr)
H P270X5 (270 ml x 5 ml/kr)
Hl P400X4 (400 ml x 4 mI/h)
HJ P400X5 (400 ml x 5 ml/hr)

HSAFOI (270 ml x 1-7 mI/hr) H- NONE. Pump ordered separately.
(Choose I catheter below)

ON-a SOAKER CATHETERS (Select desired catheters)
Limit 4 Catheters
0ThY: __- CTOI1O (2.5 inch Soaker catheter) QTY: _ CTOJIO-A (2.5 inch SilverSoaker catheter)
CITY CT020 (5 inch Soaker catheter) OTY: . CT020-A (5 inch SilverSoaker catheter)
QTY.:__ CT030 (1 inch Soaker catheter) QTY _ CT030-A (1 inch SilverSoaker catheter)
QTY: -CT040 (10 inch Soaker catheter) 0TY' CT040-A (I0 inch SilverSoaker catheter)

ON-a INTRODUCER NEEDLES (Selecidesired needles)
Limit 3 Needles
CITY: ACCOl-05 (3.25 inch Introducer needle) QTY: _ ACC03-05 (8 inch Introducer needle)
OTY: . ACC02-05 (6 inch Introducer needle)

ON-a TUNNELING SYSTEM (Choose Disposable Tunneler with Sheaths OR Reusable Tunneler)

ON-a TUNNELERS & SHEATHS (Selectdlesired tunneler & sheaths)
Limit 1
QTY': _- TI 7X3.25 (17 gauge x 3.25 inch) 0Th' _ Ti 6X1 2 (16 gauge x 1 2 inch)
QTY: T1 7X5 (17 gauge x 5 inch) 0Th' _ Ti I1X8 (I11 gauge x 8 inch)
0Th': TJZ7X8 (17gauge x 8inch) QTY' T11IX1 2 (11 gaugexl12 inch)
*Each, disposab/e tunneler is packaged with two introducer sheaths.

OR

ON-0 TUNNELER (REUSABLE) ON-a TUNNELER SHEATHS
Limit 1 Tunneler Limit 3
Hl ACCO7 (II gauge x 8 inch) L ACCO7S (I11 gauge x 8 inch)
Hl ACCO8 (17 gauge x 8 inch) L ACC08S (1 7 gauge x 8 inch)

I ACCO9 (11I gauge x 12 inch) L ACCO9S [II gauge x 12 inch)
El ACCOJIO (Il6 gauge x 12 inch) ACCi1OS ( 6 gauge x 12 inch)

IACC 12 (17/gauge x 3.25 inch) ' ACC 12S (l 7 gauge x 3.25 inch)
.A~on1ld7 oue x 5 inch) IF ACk 13S (1 7 gauge x 5 inch) Pae13o20

F0RM758A 11/2006
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OtQON . 9 i. Relief Systen
Pediatric Application with ON-Q
The use of continuous incision infusions of local anesthetics for postoperative pain management has been usedin children for various procedures because of the benefits for the patient. Although the general indications forcontinuous infusions of local anesthetics for postoperative pain management in pediatric patients are similar toadults, optimal dosing of these agents may differ. Practitioners who chooseto administer local anesthetics topediatric patients with the ON-Q must be familiar with the safety profile of the drug theychoose and refer torelevant published information on this therapy in this population.

Distribution and systemic absorption of the local anesthetic agents may be greater in young children due to increasedcardiac output and regional blood flow. Also, in infants, plasma levels of local anesthetics may be higher due to thelower levels of albumin and al-acid glycoprotein, which binds the molecules of these agents to plasma proteins.1

Dosing in children is primarily based on weight, age, and clinical status of the patient. Due to the potential for toxicity,these dosages should not be extrapolated from adult experiences, which often use a generalized dosage regimen. Inorder to maintain infusion amounts (mg/kg/hr) within referenced dosage guidelines, it is strongly recommended thatconcentrations of local anesthetics (bupivacaine and ropivacaine) do not exceed 0.25%. The patient's weight and agemust be carefully considered when determining the dosage. When continuous infusions are utilized, care must betaken not to exceed toxic doses. For example, a bupivacaine infusion should not exceed 0.2 mg/kg/hr In neonatesand 0.4 mg/kg/hr in older infants, toddlers and children. 2

Because these patients need to be monitored by a clinician, it is recommended that if this therapy is used foroutpatient procedures, that the caregivers receive technical training on the early signs and symptoms of local
anesthetic toxicity.

I-Flow is in the process of studying the use of ON-Q on pediatric patients at this time but cannot give dosingrecommendations. The drug concentration and daily dosage is the responsibility of the surgeon andanesthesiologist attending to the patient.
Dosing for pediatrics is calculated on a mg/kg/hr basis. Please refer to the calculation method below to determine theamount being delivered to the patient.

Mg dosage Concentration of local anesthetic x 10 x flow rate (ml/hr) delivered by the pump

Example For a 2 ml/hr pump with 0.25% bupivacaine
0.25% x 10 x 2 = 5 mg/hr
Patient's weight 1 5kg
Dose given = 5mg/hr = 0.33 mg/kg/hr

15kg
Continuous infusions of local anesthetics have been used for many pediatric surgical procedures and may expand thecapability for providing safe and effective pain relief. Dosing of local anesthetic, with limits set for maximum doses,may provide a consistent level of prolonged pain relief that may allow for easier discharge of the patient, a reductionin side effects such as nausea and vomiting, drowsiness or ventilatory depression.

As a reference, signs and symptoms of local anesthetic toxicity are listed in Table 1.Suggested references for dosing information are summarized in Table 2. A bibliography of these references is
attached.

Please contact the Clinical Services Department at 800-448-3569 or 949-206-2700 if you have any questions regarding
this information.

Table I
Sicns and Sympotoms of local anesthetic toxici

Drowsinesse ConfusionDizzinessf Li ht-headedness
Metallic taste

Numbness/Tn inq of mouth and liBuzzno/rinqinq in the ears or other audito hallucinations
Muscle spasms

Seizures
Coma

Respirator arrest
Cardiac arrest

GLEE1FI ntial I.#FO: tbafJ/id82700 or ifo.com Page 184 of 200
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Ta ble 2
RA W 'S ~ ~ utor CatherterPlacemnent 0m ' Weight Range (kg) oernePes ees Txct

D owns ~ ~ chrhg' Peridural BUnknown Max 04n a .lba' irnterpleoral B Innon Age 2omos- y7js. 07-. 2R
Don' Intercostal B12-66 Mean 02 2S

Chung Paravertelbral B2.5 -4.2 0.2 Ma1.@4hr

Krakr EtrperlParaverteral alUBn25-o6n 0.25 24Mx23N

wof' Luaravenebralcicnwn g,16 r J Two sujet haerot Thradoom~tra peiox B Mean-3 10. 0 25.75 24 ma nees f25a n N
Min 0.73 ~ ~ ~ ~ ~ . @24h

Despam`iet YI EpPdural B 10 -43 0.65.25 Day I2
0.2 thereafter 48Mean Q0.5

I'ma 2~~~~~~~~~~38 2.-205 ad24dssMa .

1.87 mg/kg ~ ~ ~ ~ 37 2 h
Mc "seyt Caiuda eial l 184 0125 Day

% 00 ~ ~~~~~~~~~~~~~ ~ ~~~~~~~~~0.82 0.551amtek 34dse Meax 6.6
129 Pt13)

2.5 and 1. 2)dose, Max 20.

MEOW ~ ~ ~ ~~~~~~~~~~~~~~~9A Pt. 1: 0.25 first 5 5.6Agarwal lntrapleural/epicural B 5 hrs
O.5after 1 6

26 P1.2:1.25 56 5.4E U, La sson" ~~~~~~Epiua B2.4 -42 ~ 0.2 48 At,3.6 -YDadure 2' Popliteal/axillary NB 15-75 0.2 50 m~ax na N
UBbpivacane R oiaan

References:
ChellyjEed. PeihrlNreBok oo~ls pict lJos Iikn:183-187,
BerdeCB. ConvuIlsinsassociatedd wihpdiaticreionall aestlhei. AnethAnafg. 1992; 75:164.166
Scherhag AI. Ke nn PPV..VrnS,Sta.ekA,DickW. [PilasmacncntratinsofbuPlvac.lneforcontlnuous perduralanesthesia inchild.InAnoethesjst 1998 Mar, 47(3), 202-8. (Artile irs German]
TobiasJD, Martin LID,Oakes L, Rac B. Wetzel RC. Postoperativ analgesia followl ngthoraotomty ior children: lnterplessral ctheter.,pePorrtSurg1993 Nov281 11:1466-70.
Downs CS, Cooper MG. Continuous extrapleural intercostal nere block for pont thoracotomy analgesia in children. Anoesth Inteoliv CTore 1997 Aug; 2514):390-7,Karmakar M K. Booker PD, FRanks R. Bilateral cntinuous lparvrtebraI block used for .rposoprtive analgesia In an infant hamg bilateral thoracoorny.PaedforrAnoesth. 1997; 7(6):4659-71,
Mazlt AX Daiens Ri. Phsarmacokinetics of l~ol anaesthetla in infants and children. C~n Phormosoknr.K 2004: 43(1):17-32.Chseung SL, Booker PID, Pranks R, Pcon) M. Serum concentrations of bupivacaine during prolonged continuous paravertebral infusion In young Infants,BJ Anoesth. 1 997 Jul; 79(11: 9 13,
Shah R. Sabanafihan S, Richardson J, Mearns A. Bembridge J. Conrinuou paravertebral block for post thoracotomy analgesia In children.JCord/orosc Sorg `Tonlno). 1997 Oct 38(5): 5,43-6,

oEn~g J, Sabanathan S. Continuous paraverebral block for poastthoracotory analgesia in children. IJPedlocrSurg. 1 992 May; 27(51:556-7.Seresroth M, Plantnro, Horcher E. Effective paln relief with, cntinuous Intrapleural hupiwacine after thoracotomy in infants and children.Poed/atrAnoessfr 1996; 6(4):303.10.
Gibson MP, VefterT. CroJP. Use of continmuous etropleora bupvacaine In Posopeat, e Pain management for Pediatric thsoracotony.J Peits&urg, lW999an;3441):199-201,
Pe~utell JM, Holder K, Gregory M. Plasma bupi.acine concentrations associated with continuous extradural infusions in babies. BrJAn.esth, 1997 Feb; 78f2)16&0-2.Kaormaar MK, Booker PD, FranksR. Pcuni MA. Conti nuou.S extrpleural paraverebral infusion urmiefrP~mo~oryaagsi nyugifnsBniAnoesth. 1996:76:811-815. 

ifns5Wolf AR, Eye rsiR.Lasn PC. Edwards J1, Stanley U3 'Rowe P, Simon L. Effecrof exrtradural analgesia on stress responses to abdminal surgery in infants.Snftshiornalf~s~ex IS~o193; 70.654-660.
-Rothstein P ArthurA, Feldrs.n HS, KopfGS, CvinoBG. Bupivaca.eforintercosal nerveblocksinchildren:blood concentratIonsand pharmacokinetic..Anesth Anolg. 1986 Jun: 65(6)!:625-32.
'DenarneatiJ Meisterman C. Barre. J, Saint-Maurdce C. Continus .. e pidura1luifusion of upivecaine for postoperatlve pin relief in childrenAn~tesflesoroy. 2987; 67:108-110,
McCloskcey-JJ, Haun SE, Deshpande J .Bpivacaine toxicity secondary to cotinuous caudal epidraml Infusion in children. Anesrtho Al.g.92 Aug; 75(21 287-90.'Larson BA. Qlsson CL, LnnrqVissP. Plasma concentyation, oftbuipivacarinelnyoung infanrs afterco.ntinuous epiduralirhssin.?oexd1.frc rn,1994:4:1SW]262.Agarwal A, Gutlve DP, Lockhart CH-. Seizures occurring in, Pediasdic patIents receivng cntinuous Infuslon of bupivaciu..e .tsh An./g. 1992:75.2846,CEEL~~ entia~~' DatioreCet al. Perlperasive continuousPeripheral nerve blocks wlth disipoable infusion pumps in Ochkiren: a Prospectlvdescnls 0~ ~I lentia Ane~th~oW,. 2003:97:667-690. -l wC roainP gr 90 0
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Z~~~~~~~~~N~nee ytn
Recovery,

I-mm ~ The Use of ON-Q with Perioperative Autologous Blood Transfusion Systems
Lid ~ Background

"Autologous'transfusion, or Mautotransfusion' refers to those transfusions in which the blood donor andthe transfusion recipient are the same. "Allogenic'transfusions refer to blood transfused to someone otherthan the donor.' While autologous blood transfusion is most commonly performed in the weeks prior toan elective surgical procedure, it also may be utilized during a surgical procedure in which the patient hassignificant blood loss. Although once used almost exclusively for open heart and vascular procedures,it is now commonly used for orthopedic, liver transplants, trauma and complex spinal surgeries. Theadvantages of autologous blood transfusion are many and include reduction of the risk of transmission ofviruses, avoidance of allogenic transfusion reactions and supplementation of the sometimes-sparse supplyof allogenic blood .2

In perioperative autologous blood transfusions, shed blood is collected from the patient during surgeryand reinfused intravenously during surgery, or immediately postoperatively.

Autotransfusion can be accomplished either with a device that collects the whole blood and washes it toseparate its components (Cell-Saver¶,OrthoPAT-, CATS, or Medtronic Autolog or Sequestra 1000).orby aHow ~~~device that simply collects whole blood and filters it before reinfusion (ConstaVac-, Autovacm, Solcotranso,
or AT200T¶.3

The advantage of the former process is that the blood is separated into its components (RBCs, platelets,and plasma) and the patient can be given only the component needed .4 It also theoretically removes toxicby-products, but may remove clotting factors in the proceSS.3 The washing devices may require operationby a specially trained operator. While the hernofiltration systems are limited in function, they are easy to
use and cost effective.2

LU ~~Caution When Using Pain Pumps with A utotrans fusion

Questions frequently arise in the surgical setting regarding the use of the ON-Q Pain Management systemin conjunction with an autotransfusion system, like the Cell Saver'. The safety concern involves thepotential for intravascular infusion of the local anesthetics used in the ON-Q pump, and the risk of toxiceffects as a result. While the risk may be small, given that the pump is at a slow infusion rate, precautionshould be practiced to avoid any such hazard to the patient.
Recommendations when using an autotransfusion system:

DON'T;
* Use ON-Q when blood is still being salvaged for autotransfusion

DO:
* Place the primed catheter(s) into the wound and connect to the ON-Q with the clamp
closed until the autotransfusion system is discontinued,

* Or, place the primed catheter(s) into the wound leaving the ends of the catheterscapped until autotransfusion is discontinued; then connect the pump using aseptic technique.

Please contact the Clinical Services Department at 800-4 44 2728 or 949-206-2700 if you have any
questions regarding this information.

References
1. American Association of Blood Banks web site: htpwwab/r/I-bu-lo/Avb at2. The National Heart, Lung, and Blood in stitute web site: hrtpJ//www~nhlbLnlkhgov/healthsprod/bIo~d/tmnsfusion
3. H~elsthWag JA. lntraoperative blood salvage in vascular surgery - worth the effort? Available onri1ne at h ttp~i/ccfo ru m.com/con ten tf 8/2/5 53.
4. http://www.haemonetics~com/site/mnnt/nproducts/c ilsaeeaspstinhpitas&sun~pibsecionhosi

I-Flow and ON-C are registered tradtemarks of I-Flow Corporation.
-.--ta. ~~~~Redefining Recovery isa trademark of I-Flow Corporation.GFL ~~ntial I-FIGItaa~ludaPOT4111iOWor iflo~com. Page 186 of 200 ... ss
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ON Qt~an Relief Systeri
Redefining Recovry"y'

Hand and Foot Surgery Continuous Infusion -
Volume and Flow Rate Selection

A Potential complication may occur If too much fluid is infused into theincision site near the fingers or toes.

Caution should be used when selecting appropriate volumes and flow rateskeeping in mind potential fluid build up in a restricted space that may lead tocomplications. Complications may include: edema, seroma, blisters, dehiscence,tissue sloughing and subsequent necrosis when too much fluid is delivered intothe incisional site near the distal end of extremities (such as fingers and toes).The nerve block approach instead of incisional site catheter placement maybe preferred for these procedures. Sprinkle and Watkins (1, 2) describe a nerveblock procedure for bunionectomies where the catheter is placed away from theincision site. This approach appears to provide good pain relief while minimizingcomplications that may occur with incisional site placement.

In general, the total volume of fluid delivered should decrease as the catheterplacement gets closer to the distal end of extremities. White (3) selected 270 mlat 5 mI/hr for delivery into the leg. Sprinkle (1) and Watkins (2) selected 1 00 ml at2 mI/hr for delivery into the foot. All three used the nerve block approach.
In summary, when using the ON-Q after these procedures the following should
be considered:

* Avoid incisional site catheter placement near the distal end of
extremities (such as fingers and toes)

* Avoid flow rates in excess of 2 mI/hr in the hand or foot* Avoid total volumes greater than 1 00 ml in the hand or foot.

The references below are not to be construed as I-Flow's specificrecommendations. As with any surgical procedure, it is the responsibility of thephysician to determine the appropriate catheter placement, medication, pumpvolume and flow rate for each individual patient.

Reference:
1 -ON-C Catheter Placement Technique, Bunionectomy - Dr. Ralph Sprinkle, Podiatrist.
2. ON-Q Catheter Placement Technique, Bunionectomy -Dr. Leon Watkins, Podiatrist.
3. White P et al. The use of a continuous popliteal sciatic nerve block after surgery involving the foot and ankle: Does itimprove the quality of recovery? Anesth Analg 2003;97:1 303-1309.
4. Wood W. Postoperative pedal edema. J Foot Surg 1 977;16(1):15-6.
5. Zgonis T et al. The efficacy of prophylactic intravenous antibiotics in elective foot and ankle surgery..) Foot Ankle
Surg 2004;,43(2):97-103.
6. MoodyV, Wagner W. Neurocirculatory disorder, of the foot. Clin Orthop 1977;ian-Feb(122):53-61,
7. Lewis 8, Steinberg S.ine nuances of treating post~operative edema. Podiatry Today Aug. 2001; 44-48.

Please contact the Cl inicalI Services Department at 800-444-2728 or 949-206-2700 if you have any
questions regarding this information.

I-Flow and ON-Q are registered trademarks of I-Flow Corporation.
Redefining Recovery is atrademarkoflI-Flw Corporation.
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I-Flow Corporation

Technical Bulletin
Relationship between the ON-Q® Pain Relief System and the USP-NF 27 <797>

Pharmnaceutical Compounding - Sterile Preparations

Introduction

The ON-O PainBuster® and C-bloc® systems are intended to provide continuous infusions of
a local anesthetic directly into an intra-operative site or near a nerve for postoperative pain
relief. ON-Q helps to break the circle of pain by providing non-narcotic pain relief for up to five
days. The system requires little management by either the caregiver or the patient and
encourages the patient's return to normal function. The ON-Q Pain Relief System is provided
as a sterile, non-pyrogenic, single use medical device intended for filling in either the pharmacy
or surgical suite. When the ON-Q elastomeric pump is filled at the healthcare facility, by USP-
NF definition, it becomes a Compounded Sterile Preparation (CSP). Recent changes to the
United States Pharmacopoeia (USP-NF 27, effective January 1. 2004) have altered the scope
for producing CSPs and now require healthcare facilities to follow certain guidelines when
filling, storing and dispensing CSPs.

This technical bulletin provided to you by I-Flow Corporation, is intended to provide the reader
with a summary of the technical information regarding the microbial contamination risk level of
the ON-Q pump, storage and beyond use dating of the pump and filling/media fill qualification
studies.

Microbial Contamination Risk LevelslCompouncling Conditions

The USP-NF classification into low-, medium- and high-risk CSPs is based upon the probability
of microbial and chemical contamination and the, potential risk to the patient. These riskclassifications are based upon the environment in which the CSP is filled. Depending upon thelocation where the ON-Q Pump is filled, the device is classified as either a medium-risk or a
high-risk CSP.

* When the ON-Q pump is aseptically filled in the pharmacy in an ISO Class 5 or better
(formerly classification known as Class 1 00) laminar flow bench, USP-NF 27 <797>
classifies the device as a medium-risk CSP.

* When the ON-Q pump is aseptically filled in the surgical suite, USP classifies the device
as a high-risk CSP.

1303919A
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Storage and Beyond Use Dating

I-Flow Corporation has generated numerous chemical and microbiological stability studies tosupport storage conditions prior to and during administration. I-Flow's recommendations forstorage and beyond use dating comply fully with the requirements of USP-NF 27 <797>.Pumps filled in the surgical suite (high-risk classification) should be stored at room temperaturefor no longer than 24 hours prior to the pump being connected to the patient. Pumps filled inthe pharmacy (medium-risk classification) should be stored at room temperature for no longer
than 30 hours or refrigerated at 2-8°C for no longer than 7 days prior to use. These
recommendations are supported by microbiological stability studies.

Chemical stability of the pump has been verified with the following drugs:

Drug Description Concentration Storage Time tR
Buplvacaine 0.25 - 0.5% 30 days

Lidocaine I1% 30 days
Ropivacaine 0.2% 30 days
Ropivacaine 0.2 - 0.75%14dy

The chemical stability studies performed by I-Flow Corporation exceed the USP storagerequirements and support the storage conditions and beyond use dating recommendations of
I-Flow Corporation.

Filling/Media Fill Qualification

USP-NF 27 <797> contains extensive information on processing CSPs and performance
evaluation of personnel preparing CSPs. The USP requires "Each person assigned to theaseptic area in the preparation of sterile products must successfully complete specializedtraining in aseptic techniques and aseptic area practices prior to preparing CSPs." To assistthe healthcare facility with this requirement, I-Flow Corporation has developed specific trainingand performance evaluation programs for healthcare facilities to use. These programs providethe facility with instructions for filling the ON-Q pump and protocols for performing the required
media fill qualification studies.

When these protocols are used as part of the established training program of the healthcarefacility they provide an effective method of complying with the requirements of USP-NF 27<797> as it pertains to filling and use of the ON-Q Pain Relief System.

Summary

I-Flow Corporation is committed providing information and training to ensure compliance withthese regulations as they apply to the use of the ON-Q Pain Relief System. When the systemis used as recommended in the labeled instructions and with support of the other availabletechnical documents, the device can be used in a manner that fully complies with the specific
requirements of USP 27 <797>.

For additional information contact your I-Flow representative.

1303919AConfidential I-Flow Corporation Page 189 of PWJj 2 of 2
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[-Flow Corporation

Technical Bulletin
Prior to Use Storagqe and Patient Administration Periods for CSPs

The subject of "beyond use dating' for compounded sterile preparations published in USP-NF27 <797> has been a continuing source of questions and concern for pharmacies. Questionsregarding storage times, sterility test requirements and administration times are commonplace
in the industry. <797> has specific requirements that must be met:

* Appropriateness of containers to preserve sterility and strength
* Before-administration storage periods
* Patient administration times

This technical bulletin seeks to clarify the USP issues and provide the pharmacist with a clear
understanding of and a rationale for I-Flow's position on the subject as well as a list ofavailable I-Flow references for chemical and microbiological studies performed in support of
this position.

USP-NF 27 <797> is concerned with two issues, risk of microbiological contamination andchemical stability. In the section titled RESPONSIBILITY OF COMPOUNDING PERSONNEL,item number 8, the USP states "Packaging selected for CSPs is appropriate to preserve thesterility and strength until the beyond-use date". To satisfy this requirement I-Flow hasperformed Protocol Number PSI-04073 entitled Microbial Ingress Testing of the I-Flow On-QDevice. In this study, ON-Q pumps were filled with a microbial growth supporting medium andthen immersed for 24 hours in a circulating bath containing Brevundimnonas diminuta.Brevundimnonas is the bacteria of choice for filter bacteria retention studies and packagingingress studies due to its extremely small size and motility. Following the exposure to the
bacterial challenge solution, the filled devices were incubated at 20-25 0C for 7 days. At theend of the seven days the pumps were emptied and the growth medium inspected for bacterial
contamination. No bacterial contamination was present. This study clearly demonstrates thatthe ON-Q pump meets the USP requirements for an appropriate container to maintain productintegrity and content sterility. Item number 11 af the same USP section states, "Beyond-use
dates are assigned based on direct testing or extrapolation from reliable literature sources andother documentation". The referenced testing performed by I-Flow, at an independentcontract laboratory, meets the requirement of "other documentation" as stated in <797>.

The ON-Q Soaker Post-Op Pain Relief System is intended to provide continuous infusion of alocal anesthetic directly into the intra-operative site for postoperative pain relief. In USP-NF27 <797> under Examples of Medium-Risk Compounding, item number 3 provides for adescription of a medium risk device such as the ON-Q pump, and states "Filling of reservoirs ofinjection and infusion devices with volumes of sterile drug solutions that will be administeredover several days at ambient temperatures between 250 and 40 °. The same statement can be

1303920A
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applied to devices filled in high-risk situations in the surgical suite. The only reason the I-Flowpump is re-classified as high-risk is because the air quality in the surgical suite does not meetthe standard of ISO Class 5. USP <797> specifically states that if a device is filled in an areawith an environmental classification of greater than ISO Class 5, that the device must beclassified as a high risk device. Surgical suitesare typically operated with a controlledenvironment greater than ISO Class 5. The USP has provided for classification of CSPs thatwill be administered over several days. I-Flow recommends a maximum patient administration
period of 5 days.

Since USP has chosen to include devices such as the ON-Q pump as medium-risk the storageconditions before administration must meet the USP guidelines: "For a medium-riskpreparation, in absence of passing a sterility test, the storage periods cannot exceed thefollowing time periods: Before administration, the CSPs are properly stored and are exposedfor not more than 30 hours at controlled room temperature (see General Notices and
Requirements) for not more than 7 days at cold temperatures (see General Notices andRequirements), and for 45 days in solid frozen state at -200 or colder." The General NoticesSection of USP lists requirements for temperature monitoring, etc. Cold temperatures aredefined by the USP as 2-80C. For a high-risk CSP the room temperature storage period drops
to < 24 hours and the cold temperature time to < 3 days.

These sections of the USP are clearly discussing the risk of microbial contamination and theability of the CSP to remain sterile for both the storage period and the administration period.To this end, I-Flow has performed protocol number PSI-04063 entitled Microbial StorageStability of the I-Flow On-Q Device. In this study, 10 ON-Q pumps were filled with a microbialgrowth supporting medium and then stored at 2-8 °C for seven days. At the completion of theseven days the pumps were transferred to room temperature storage (20-25 °C) for anadditional 14 days. Another group of 10 pumps was stored at room temperature only for 14days. Appropriate media growth promotion studies and bacteriostasis/fungistasis studies wereperformed with this stability study. At the completion of the prescribed storage periods thepumps were examined for microbial growth. In all cases all pumps were sterile. This studydemonstrates that the ON-Q pump, when filled under aseptic conditions, by appropriatelytrained personnel, maintains its contents sterile for time periods that exceed the USP pre-administration storage periods and also exceeds the manufacturers recommendations of amaximum 5 day administration period. The USP states in the section on DETERMININGBEYOND-USE DATES that "compounding personnel may consult the manufacturer ofparticular products for advice on assigning beyond-use dates based on chemical and physical
stability y parameters."
I-Flow has also performed protocols PS I-04062 entitled Medium Risk Media Fill Protocol of theI-Flow ON-Q Device using the BAXA Repeater Pump, protocol PSI-04059 entitled MediumRisk Media Fill Protocol of the I-Flow On-O Device and PSI-04061 entitled High Risk Media FillProtocolof the I-Flow On-Q Device. In these three studies the media fill qualificationsrecommendations of USP-NF 27 <797> were followed. The final container filled and incubatedfor 14 days was the ON-Q pump. These three studies provide even moredocumentation as to the suitability of the ON-Q pump as a final container for CSPs in both
medium-risk and high-risk conditions.
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I-Flow has also performed appropriate chemical stability studies for the most commonly used
local anesthetics. These studies demonstrate that the anesthetics are stable for periods that
exceed the USP prior to administration storage periods and the I-Flow's recommended patient
administration period. Chemical stability of the pump has been verified with the following
drugs:

Drug Description Concentration Storage Time at RT
Bupivacaine 0.25 - 0.5% 30 days

Lidocaine 1% 30 days
Ropivacaine 0.2% 30 days
Ropivacaine 0.2 - 0.75% 14 days

Summary

* Microbial ingress studies and media fill challenges performed by I-Flow have
demonstrated the ON-Q pump is an appropriate container for CSP storage.

* The USP makes a clear difference between "before-administration" storage periods and
patient administration periods.

* Studies performed by I-Flow have demonstrated both microbiological and chemical
stability of the filled ON-Q pump for time periods that exceed the USP requirements for
before-administration storage and I-Flows recommended patient administration times.

For copies of the referenced protocols and final reports, please contact I-Flow Technical
Service.
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USP <797> Position Paper ecovnClassification of Ambulatory Pain Pumps as Compounded Sterile Preparations
Some manufacturers of ambulatory pain pumps have recently taken the position that their products are notconsideredcompoundedsterile preparationsasdefined In USP28/NF23 <7 97>"PharmaceuticalCompounding_Sterile Preparations" when filled with drug products in accordance with a licensed practitioner's prescription.These manufacturers have attempted to use examples provided in USP 28 <1075> "Good CompoundingPractices to defend their position thatthese devices need not be handled in accordance with <797>. Accordingto <1075>, four examples of compounding include: (1) pharmaceuticals that are prepared in anticipation ofa prescription order, (2) prescription orders that require the reconstitution of two or more ingredients, (3)manipulated commercial products that may require the addition of one or more ingredients, and (4) drugsand devices prepared for the purposes of, or as an incident to, research, teaching, or chemical analysis. Themanufacturers assertthat ifa device is not included on this list, then it is not compounded. This position is short-sighted and does not meet either the content of USP <1075> or the spirit.

The four examples of compounding listed above and in <1075> are not all inclusive. USP <1075> definescompounding as"the preparation, mixing, assembling, packaging,and labeling of a drug or device in accordancewith a licensed practitioner's prescription... The preparation ofan ambulatory pain pump involves: preparationof the pump; adding or mixing of multiple small-volume parenteral vials of drug to fill the pump; potentialpackaging of the pump for transport to the surgical area; and proper labeling of the pump. These processes areclearly defined in USP <1075> as 'compounding.' Support for this position is found in the section of <1075>entitled Levels of Compounding. In this section, an example is listed under level 4 that describes the preparationof simple sterile injections reconstituted for immediate use. This section does not require that only productsreconstituted with more than one ingredient qualify as compounded products. Additionally, when defining therequirements of compounded sterile devices (CSPs), USP <1075> refers the reader to USP <797>. USP <797>provides detailed instructions for the preparation of CSPs and presents examples of CSPs that undoubtedly
describe ambulatory pain pumps.

At the heart of USP <797> and <1075> is the importance of evaluating and controlling the risk of microbialcontamination. The reconstitution of several vials of different drug products is no higher risk than thecombination of multiplevials of the same drug product. The underlying principle Is that multiple vials have to beaccessed with steriletransferequipment and that the risk of contamination increases the more times this occurs.USP <797> classifies the following examples of compounding as a medium risk for contamination: "Filling ofreservoirs of injection and infusion devices with volumes of sterile drug solutions that will be administeredover several days at ambient temperatures between 25°C and 40°C" and "Transfer of volumes from multipleampuls or vials into a single, final sterile container or product. Both of these examples clearly apply to painpumps, which provide continuous infusion of a local anesthetic directly into an intra-operative site at ambienttemperature over several days for postoperative pain relief. Multiple vials of drug product are combined toachieve a sufficient volume to meet the needs of several days of infusion.
There are two key factors in the microbial risk assessment: First, multiple vials have been accessed, therebyincreasing the risk of a break in aseptic transfer. Second, the drug products will be maintained at 25' and 40 forseveral days. Ifa break in sterility did occur during the transfer process, bacteria would have a chanceto multiplysince the drug container is at a growth supporting temperature. These examples in USP <797> are very specificand apply directly to the use of pain infusion devices.

Supporting this is a document that predates USP <797>: the ASHP guideline on Quality Assurance for PharmacyPrepared Sterile Products. This document provided much of the content for the USP chapter. In the ASHPguideline, a microbial risk level 2 is assigned to'preparing portable pump reservoirs for multi-day (i.e. ambient
temperature) administration:'

USP <1075> and <797> are in complete agreement that ambulatory pain pumps, when filled with multiple vialsof drug product, are classified as compounded sterile preparations. Guidelines from the pharmacy industryare also in agreement with this assessment. Manufacturers of these devices must manufacture in accordancewith the applicable rules and regulations of the U.S. Food and Drug Administration. However, once the deviceis delivered to a healthcare facility and a licensed practitioner prescribes the use of the device filled with adrug product, the requirements of USP <1075> and <797> apply. USP <797> states that the contents of thechapter apply to CSPs that include'preparations prepared according to the manufacturer's labeled instructionsand other manipulations when manufacturing sterile products that expose the original contents to potentialcontamination.' Manufacturers have a dutyto provide healthcarefacilities with proper information on the use oftheir products and methods for reducing the risk of microbial contamination when manipulating the product.
More information on policies and procedures concerning proper filling techniques, protocols, sterility testingand training is available by contacting I-Flow at (800) 448-3569. For questions concerning this document orother materials concerning USP <797>, please contact Julie Schneider at (949) 206-2678.
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TECHNICAL BULLETIN

Homepump Eclipsee, C-Series, One Step KVC, Easypump"
I-Flow Elastomeric Pumps

Latex Sensitivity
The FDA has issued a Latex Labeling requirement, 21 CFR 801.437, that states: "A labeling statement isrequired for devices that contain natural rubber when the rubber contacts htumans ". The European Union has
a similar requirement.

The I-Flow Elastomeric Pump is manufactured with multiple layers. The outer layer of the pumpingchamber is composed of natural rubber latex. This natural rubber layer is prevented from contacting
humans by two other layers.

The inner layer of the pumping chamber is a synthetic thermoplastic elastomner. Theinner layer contacts the fluid pathway and prevents contact with the natural rubber layer.
The outer cover of the pump is made of PVC. This outer cover surrounds the pumping
chamber which eliminates direct human skin contact with the natural rubber layer.

Independent laboratory testing has been conducted on the I-Flow Elastomeric Pump fluid pathway andthe actual natural rubber latex component itself to measure the potential amount of natural rubberproteins extracted. Two methods were used:
The Modified Lowery Assay to measure the total extractable proteins associated with the
natural rubber; and
The ELISA Inhibition Assay to measure the amount of antigenkc protein in the natural
rubber.

Based on current tests methods available today, no natural rubber Droteins were detected for either test
method for both the fluid pathway of the I-Flow Elastomeric Pump and the latex component itself.
All remaining system components are latex free.

Conclusion: The natural rubber layer of the pump does not come into human contact. In addition,laboratory testing could not detect any extractable proteins from either the pump fluid pathway or thenatural rubber component itself.

Please contact the Product Support Hotline at 800.444.2728 or
949.206.2700 if you have any questions regarding this information.

I-Flow, Homepump EodIpse, and Easypump arm registered trademarks of I-Flow Corporation.
One Step KVO is a trademark of I-Flow corporation.
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Special 510(k) - I-Flow Elastomeric Pump
Appendix E - Predicate Information

Appendix E - Predicate Information

This section contains the latest 510(k) clearance letter for the I-Flow Elastomeric Pumps. See
section 12 for additional information.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
- ~~~~~~9200 Corporate BoulevardSEP 9 2005 ~ ~ .clli MD 20850

Mr. Shane Noehre
Director, Regulatory Affairs
I-Flow Corporation
20202 Windrow Drive
Lake Forest, California 92630

Re: K(052117
Trade/Device Name: 1-Flow Elastomeric Pump
Regulation Number: 21 CFR 880.5725
Regulation Name: Infusion Pump
Regulatory Class: II
Product Code: MEB
Dated: August 3, 2005
Received: August 11, 2005

Dear Mr. Noelare:

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.

If your device is classified (see above) into either class II (Special Controls) or class III
(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. Noehre

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 wvith 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 CER Part 820); and if
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 80 1),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (2ICFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistanec at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http)://www~fda.2ov/cdrh/industrv/sunportjindex.htm1l.

Sincerely yours,

Cbu LiPhD

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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Special 510(k)
I-Flow Elastomeric Pump

Indications for Use

510(k) Number (if known): ' (? 5:2 // "'7

Device Name: I-Flow Elastomeric Pump

Indications For Use:

1. The I-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion of
medications for general infusion use, including antibiotic delivery, chemotherapy and pain
management. Routes of administration include the following: intravenous, intra-arterial,
subcutaneous, intramuscular and epidural.

2. The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of
medication (such as local anesthetics or narcotics) to surgical wound sites and/or close
proximity to nerves for preoperative, perioperative and postoperative regional anesthesia
and pain management. Routes of administration may be intraoperative, perineural or
percutaneous.

3. The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and
pain when used to deliver local anesthetics to surgical wound sites or close proximity to
nerves when compared with narcotic only pain management.

Prescription Use X AND/OR Over-The-Counter Use
(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)

(Division'Sign-6tff5
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number. ( /'2
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Special 51 0(k)

SEP , 2005 I-Flow Elastomeric Pump

SPECIAL 510(k) -SUMMARY OF SAFETY AND EFFECTIVENESS

August 3,2005 K&I&D4(17
Submitter: I-Flow Corporation

20202 Windrow Drive
Lake Forest, CA 92630

Contact: Shane Noehre
Director, Regulatory Affairs
I-Flow Corporation

Trade Name: I-Flow Elastomneric Pump

Common Name: Infusion Pump and Administration Set

Classification Name: Pump, Infusion

Existing Device: I-Flow Elastomeric Pump (K(040337)

Device Description: The I-Flow Elastomeric Pump consists of an elastomeric
pressure source with an integrated administration line.
The current device has an optional Y-adapter that splits
the administration line into two delivery sites. This
special 51 0(k) proposes a multi-Y adapter that can
provide 3 or more integrated administration lines for
multi-site delivery.

Technology
Comparison: The multi-Y adapter utilizes the same technology for

splitting the administration line as the existing
unmodified design.

Conclusion: The new I-Flow Elastomneric Pump with a multi-Y adaptor model issimply an extension of the existing I-Flow Elastorneric Pump product line.
I-Flow Corporation believes that the new I-Flow Efastomeric Pump with a mulit-Y
adaptor model is substantially equivalent to the existing (unmodified) I-FlowElastomeric Pump and no new issues of safety or effectiveness arise from this
design change.

Summary of Saiety and Effectiveness
Page 1 oi 1
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(:s)Nres(JLP + J
Subject: 510(k) Number ' 7

To: The Record -It ismy recommnendation that the subject 510(k) Notification:

ElI Refused to accept.

ElRequires additional information (other than refuse to accept).

Ils substantially equivalent to marketed devices.

UNOT substantially equivalent to marketed devices.

fOther (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? EYES 'VNO

Is this device subject to the Tracking Regulation? EYES I5t NO

Was clinical data necessary to support the review of this 5 10(k)? EYES NNO

Is this a prescription device? NYES E NO

Was this 5 10(k) reviewed by a Third Party? EYES NLNO

Special 5 10(k)? F['kYES ENO

Abbreviated 5 1 0(k)? Please fill out form on H1 Drive 5 10k/boilers EYES I~NO

Truthful and Accurate Statement El Requested t9 Enclosed

IA 5 10(k) sumrmary OR n A 5 10(k) statement

El The required certification and summary for class Ill devices

½N The indication for use form

Combination Product Category (Please see algorithm on IH drive 5 10k/Boilers) A

Animal Tissue Source U YES NO Material of Biological Origin Ul YES t19o

The submuitter requests under 21 CFR 807.95 (d oesrit apply for SES):

LINo Confidentiality F1 Confidentiality for 90 days A Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

Review: vn /

(Biranch Chief) (Biaich Code) (Date)

Final Revie" ____Vt%

(Division Director) " t(Dte)
Revsed :4/2103
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REVISED:3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K_ _ _ _

Reviewer:

Division/Bac: P 6/ / 791

Device Name: Dt &
Product To Which Compared(5(K NubrIKnw) _ ________

YES NO

1. Is roduct A Device IfNO = Sop

2. I DeiceSubjct o 50(k? If NO = Sop

3. Same Indication Statement? If YES = G To

4. Do Differences Alter The Effect Or if YE =Sop N

Raise New Issues of Safety Or

Effectiveness?

5. Same Technological Characteristics? If YES =Go To 7

6. Could The New Characteristics Affect If YES = Go To S
Safety Or Effectiveness?

7 Descriptive Characteristics Precise If NO =Go ToI

Enough? If YES =Stop4:)

8. Nw Types Of Safety Or Effectiveness If YES =Stop NE

Questions?

. Accepted Scientific Methods Exist? If NO =Stop NE

10 erformance Data Available? If NO =Request

Data

1.Dta Demonstrate'Equivalence? Final Decision:

Note: In addition to completing the form on the LAN, "yes" responses to

questions 4, 6, 8, and 11, and every "no" response requires an

explanation.
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1. Intended Use:

2. Device Description: Provide a statement of how the device is either

similar to and/or different from other marketed devices, plus data (if

necessary) to support the statement. Is the device life-supporting or

life sustaining? Is the device implanted (short-term or long-term)? Does

the device design use software? Is the device sterile? Is the device for

single use? Is the device over-the-counter or prescription use? Does the

device contain drug or biological product as a component? Is this device

a kit? Provide a summary about the devices design, materials, physical

properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's

indication:

4. Explain why there is or is not a new effect or safety or effectiveness

issue:

5. Describe the new tecimological characteristics:

6. Explain how new characteristics could or could not affect safety or

effectiveness:

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raised or why the

questions are not new:

9. Explain why existing scientific methods can not be used:

10. Explain what performance data is needed:

11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION
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SPECIAL 510(k): Device Modification
ODE Review Memorandum (Decision Making Document is Attached)

To: THE FILE RE: DOCUMENT NUMBER K063530/S1

Date: January 25, 2007

From: Charles Zimliki, Ph.D..Biomedical Engineer (HFZ-480) Division: DAGID/GHDB

Device Name: I-Flow ON-Q Pumps

Classification: MEB, Pump, Infusion, Elastomeric, 21 CFR 880.5725, Class II

Company: I Flow Corporation
20202 Windrow Drive
Lake Forest CA 92630

Contact: Shane    of R  Affairs
(Phone:  Fax :  Email:  

Dated: December 28, 2006
Received: December 29, 2006

Recommendation: I recommend that device is Substantially Equivalent to the predicate device (below).

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own Class II,
Class III or Class I devices requiring 510(k). The following items are present and acceptable (delete/add
items as necessary):

1. The name and 510(k) number of the SUBMITTER'S previously cleared device.

* I-Flow Elastomeric Pumps (K052117, K023883, K023318)

                
                   

                    
   

2. Submitter's statement that the INDICATIONIINTENDED USE of the modified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials (labeling changes are
permitted as long as they do not affect the intended use).
* Subject Device (K063530/S1)

• The ON-Q Pump is also intended for continuous and/or intermittent delivery of medication (such as local
anesthetics or narcotics) to or around surgical wound sites and/or close proximity to nerves for
preoperative, perioperative, and postoperative regional anesthesia and pain management. Routes of
administration may be intraoperative, perineural, percutaneous, epidural.

· The ON-Q Pump is also intended to significantly decrease narcotic use and pain when used to deliver local
anesthetics to or around surgical wound sites or close proximity to nerves when compared with narcotic
only pain management.
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Predicate Device (K052117)
* The I-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion of medications for

general infusion use, including antibiotic delivery, chemotherapy and pain management. Routes of

administration include the following: intravenous, intra-arterial, subcutaneous, intramuscular, and epidural

* The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of medication

(such as local anesthetics or narcotics) to surgical wound sites and/or close proximity to nerves for

preoperative, perioperative, and postoperative regional anesthesia and pain management. Routes of

administration may be intraoperative, perineural or percutaneous

* The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and pain when used to

delivery local anesthetics to surgical wound sites or close proximity to nerves when compared with

narcotic only pain management.

             

                 

                     

                    

                  

                 

                

                  

                

                  

       

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering

drawings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the

FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

The following modifications were made to the subject device when compared to the predicate device

(K052117) (Tab 12, p. 36). Engineering diagrams were provided in Tab 22.

* Increase in maximum fill volume size from 550 mL (K052117) to 770mL (subject device) and an

increase in nominal fill volume from 400mL (K052117) to 6O0mL (subject device)

Note, since the subject device is bigger and the device uses an elastomeric pumping

mechanism, the pump pressure will be lower in the subject device.

                  

                     

                     

                    

       

4. Comparison Information (similarities and differences) to applicant's legally marketed predicate device

including, labeling, intended use, physical characteristics, etc.

Labeling (K063530/S1, Attachment 2)
* Indications on labeling match indication page

52
FOI - Page 222 of 251

(b)(4)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)



3

            

               

                

                

     .

*Intended Use Subject device is identical to the predicate device.
*Physical Characteristics The subject device is identical to the predicate device in regards to device

components. The sponsor has only increased the volume of the chamber size from a maximum of
55Oml- to 700mL.

5. A Design Control Activities Summary which includes:

A Design Control Activities Summary (DCAS) was provided by the sponsor.
a) Risk Analysis

. Risk analysis (K063530, Tab 21)used the Failure Mode and Effects Analysis (FMEA).

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied

dInformation provided in Tabs 21 & 18 (K063530)

c) Declaration of conformity with design controls. The declaration of conformity should include:
i) A statement signed by the individual responsible, that, as required by the risk analysis, all

verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met.
a Tab 9, p. 26 (K063530)

ii) A statement signed by the individual responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CIFR 820.30 and the
records are available for review.
* Tab 9, p. 26 (K063530)

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for

Use Enclosure (and Class Ill Summary for Class Ill devices).
* Truthful and Accuracy Statement -Tab 6 (K063530)
* 510(k) Summary-Attachment 3(K063530/S1)
* Indication for Use page - Attachment I (K063530/S1)

Contact History/Requests for More Information:
12-27-06 Informed sponsor via email & phone that their application has been put on hold. There was some concern about

the date stamp being 11 -22-06, but CTS having the due date registered as 12-29-06. 1 brought this to the attention of Tony
Watson who informed me that CTS is correct.

K063530 Deficiencies
The sponsor must provide additional information for me to determine if the subject device is substantially

equivalent to the predicate device.
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1. You have indicated that you intend to increase the maximum fill volume of your device to 770mL. In your

submission, you have identified various models (i.e., ON-Q, Painbuster, C-Bloc, Select-A-Flow, OnDemand,

Easypump, Homepump, Eclipse, C-Series, OnesStep KVO), but it is unclear which model will be modified. Please

provide the following information on the models that will be modified.
Sponsor's Response
In an effort to expedite the 510(k) review process, 1-Flow will limit the proposed volume change to just the ON-Q

models identified as Type 5 - 7 in Table 11.3.3 on page 32 of K063530. Please change the name of the 510(k) to "ON-Q

Pump".
Per our conversation, I-Flow has modified our Indications for Use page to delete bullet item I with the exception of

moving "epidural" as a route to the end of bullet item 2. This is an appropriate modification given that the pump is

cleared for epidural use and the epidural route clearly fits the description of bullet item 2. The Directions for Use for

the ON-Q Pump has been updated to exactly match the revised Indications for Use page.
Please see Attachment 1, revised Indications for Use page.
Please see Attachment 2, revised ON-Q Pump Directions for Use (part number 1304265).

a. Please provide a side-by-side comparison (in tabular form) of all models in which you intend to increase the

size of the maximum fill volume to 77OmL. This table should include the model name/identifier, 5 10(k)

number in which the device was most recently cleared, the indication for which it was cleared, fill volume,

flow control component, flow rate, bolus volume, bolus refill time, delivery sites, filter, check valve. Please

insure that all values within this table are the identical values for which the device has been cleared in the

510(k) submission.
Spoonsor's Response
The table below has been updated to reflect the identical values as cleared in previous 510(k)s. This replaces Table

11.3.3 originally provided on page 32 of K063530.
Table 11.3.3
Model Name ON-Q Pump ON-Q Pump with Select-A- ON-Q Pump with OnDemand

Flow
Previous 510(k) K052117 K023883 K023318

Subsequent 510(k) None (K063530 under FDA K040337 and K052117 K040337 and K052117

Clearances review)
Fill Volume 50 to 500 ml 50 to 500 ml 50 to 500 ml

These are repeated in our The indications were updated The indications were updated

Indications for Use response to Question #2. per K040337. These are per K040337. These are
repeated in our response to repeated in our response to

 #2. Question #2.

Flow Control Component               
           

Basal Flow Rate 0.5 to 250 mI/hr 0.5 to 3.5 ml/hr, none to 5 ml/hr
1 to 7 ml/hr,r
2 to 14 ml/hr

Bolus Delivery n/a n/a 2 to 10 ml volume,
30 to 60 min. refill

Filter Yes Yes Yes

Y-adapter' optional optional Optional

The optional Y-adapter for the models was cleared per K052117. It can split the administration line for multi-site delivery or provide a

combination of administration set options such as the Select-A-Flow component for basal flow rate delivery and the OnDemand component
for bolus delivery.

                     

                       

        

b. Please amend your 510(k) summary to only include those models in which you intend to increase the size of

the maximum fill volume to 770mL.
Sponsor's Response
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Please see Attachment 3, revised 510(k) Summary which has been updated per your request.

Discussionl(Acceptable):           

c. Please identify the product labeling (reference page numbers from original 510k application) for which you

intend to increase the size of the maximum fill volume to 770mL.

Sponsor's Response
Per our conversation, I-Flow's response is included under question #2 below.

Discussion (Acceptable):           

d. Please be advised that since you have only identified the volumetric change to your predicate device that the

only modification that has been reviewed in this application is the volumetric change and that no other

modification to your device has been reviewed. If there are additional modifications to your device

components, please provide a list for our review.
Sponsor's Response
There are no additional modifications to device components.

                   

      

2. You have provided product labeling for various models of your device in Tab 23 of your application. However, the

indications for these various models do not match the indication page that you have provided in Tab 4 of this

application. Please provide a table of all device models in which you intend to increase the maximum fill volume to

770mL. In this table please identify the device model, the product label indication, and the 510(k) number for which

this indication was previously cleared. If there is no 510(k) number for which the identical product label indication

was cleared, please justify why you believe the product label indication is similar to the indication page provided in

Tab 4. Please be advised that if a reasonable justification cannot be provided, modification of your product labeling

may be required.
Sponsor's Response
As indicated above, I-Flow will limit the proposed volume change to just the ON-Q models identified as Type 5- 7 in

Table 11.3.3 on page 32 of K063530. The Directions for Use for the

ON-Q Pumps have been revised to be identical with the revised Indications for Use for K063530. The table below

rovides the information you requested.
ModelNa'me ........ON-C Pump ON-Q Pump with Select-A- ON-Q Pump with OnDemand

Flow

Previous 510(k) K052117 K023883 K023318
Subsequent 510(k) None (K063530 under FDA K040337 and K052117 K040337 and K052117
Clearances review)
510(k) Indications Note: The indications for use were updated for all models of the I-Flow Elastomeric Pump per 1(040337.

The indications from this 5 10(k) are repeated below. These are the same indications as provided in the
predicate K052117.

1. The I-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion of medications
for general infusion use, including antibiotic delivery, chemotherapy and pain management. Routes of
administration include the following: intravenous, intra-arterial, subcutaneous, intramuscular and
epidural.

2. The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of
medication (such as local anesthetics or narcotics) to or around surgical wound sites and/or close
proximity to nerves for preoperative, perioperative and postoperative regional anesthesia and pain
management. Routes of administration may be intraoperative, perineural or percutaneous.

3. The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and pain when
used to deliver local anesthetics to or around surgical wound sites or dose proximity to nerves when
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compared with narcotic ont ain management.
Label Indications As discussed above, the first bullet item was deleted with the exception of moving "epidural" as a route to

the end of the second bullet item. The label indications are identical for all three models and are repeated

below. Please see the attached revised Directions for Use (part number 1304265).

1. The ON-Q Pump is intended for continuous and/or intermittent delivery of medication (such as
local anesthetics or narcotics) to or around surgical wound sites and/or close proximity to nerves for
preoperative, perioperative and postoperative regional anesthesia and pain management. Routes of
administration may be intraoperative, perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use and pain when used to deliver
local anesthetics to or around surgical wound sites or close proximity to nerves when compared with

narcotic only pain management.

                 

          

3. Your 5 10(k) summary that you have provided in Tab 5 (p. 18) of your application needs modification. In your 510(k)

summary you did not provide the intended use/indication of your device. According to 807.92(a)(5), the intended

use/indication of the device should be included in the 510(k) summary. Please include the intended use/indication in

your 510(k) summary and ensure that this intended use/indication is identical to your indication page that you have

provided in Tab 4 of your application.
Sponsor's Response
Please see Attachment 3, revised 510(k) Summary which has been updated per your request.

Discussion (Acceptable):                

 

Charles Zimliki, Ph.D.
Biomedical Engineer / Reviewer (' -
CDRH/ODE/DAGID/GHDB
1-240-276-3671
Charles.Zimliki~fda.hhs.gov
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name) t
Subject: 510(k) Number

To: The Record - It is my recommendation that the subject 510(k) Notification:

El Refused to accept.

?1equires additional information (other than refuse to accept).

EI-NOT substantially equivalent to marketed devices.

[] Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? EYES El NO

Is this device subject to the Tracking Regulation? E YES [] NO

Was clinical data necessary to support the review of this 510(k)? EIYES El NO

Is this a prescription device? EYES E] NO

Wasthis 5 10(k) reviewed by a Third Party? EYES El NO

Special 510(k)? ElYES El NO

Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers EYES El NO

Truthful and Accurate Statement []Requested El Enclosed

[A 510(k) summary OR E[A 510(k) statement

[] The required certification and summary for class III devices

The indication for use form

Combination Product Category (Please see algorithm on H drive 51 Ok/Boilers)

Animal Tissue Source El YES El NO Material of Biological Origin E YES C NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

El No Confidentiality -[] Confidentiality for 90 days El Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

Review: ,
(Branch Chief) (Branch Code) (Date)

Final Review:
(Divisiovi/Director) (Date)

Revised:4/2/03
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SPECIAL 510(k): Device Modification
ODE Review Memorandum (Decision Making Document is Attached)

To: THE FILE RE: DOCUMENT NUMBER K063530

Date: December 21, 2006

From: Charles Zimliki, Ph.D., Biomedical Engineer (HFZ-480) Division: DAGID/GHDB

Device Name: I-Flow Elastomeric Pumps

Classification: MEB, Pump, Infusion, Elastomeric, 21 CFR 880.5725, Class II

Company: I Flow Corporation
20202 Windrow Drive
Lake Forest CA 92630

Contact: Shane   r of Re   s
(Phone:  Fax:  Email:  

Dated: November 20, 2006
Received: November 22, 2006

Recommendation: I recommend that additional information (Phone Hold) is required to determine equivalence.

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own Class II,
Class Ill or Class I devices requiring 510(k). The following items are present and acceptable (delete/add
items as necessary):

1. The name and 510(k) number of the SUBMITTER'S previously cleared device.

· I-Flow Elastomeric Pumps (K052117)

Discussion (Additional Info Required)            
                      

                    
                     

                   
                 

    
                    

             
              

       
                 

                
              

                
                 

           

;9~
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o                  
        

o             
             

2. Submitter's statement that the INDICATIONIINTENDED USE of the modified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials (labeling changes are
permitted as long as they do not affect the intended use).
* Subject Device (K063530)

* The 1-Flow Elastomeric Pump is intended for continuous and/or intermittent infusion of medications for
general infusion use, including antibiotic delivery, chemotherapy and pain management. Routes of
administration include the following: intravenous, intra-arterial, subcutaneous, intramuscular, and epidural

• The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of medication
(such as local anesthetics or narcotics) to or around surgical wound sites and/or close proximity to
nerves for preoperative, perioperative, and postoperative regional anesthesia and pain management. Routes
of administration may be intraoperative, perineural or percutaneous

* The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and pain when used to
delivery local anesthetics to or around surgical wound sites or close proximity to nerves when compared
with narcotic only pain management.

* Predicate Device (K0521 17)
* The I-Flow Elastomneric Pump is intended for continuous and/or intermittent infusion of medications for

general infusion use, including antibiotic delivery, chemotherapy and pain management. Routes of
administration include the following: intravenous, intra-arterial, subcutaneous, intramuscular, and epidural

* The I-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of medication
(such as local anesthetics or narcotics) to surgical wound sites and/or close proximity to nerves for
preoperative, perioperative, and postoperative regional anesthesia and pain management. Routes of
administration may be intracoperative, perineural or percutaneous

* The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and pain when used to
delivery local anesthetics to surgical wound sites or close proximity to nerves when compared with
narcotic only pain management.

Discussion (Acceptabl)                
                    

                   
                    

      

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

* The following modifications were made to the subject device when compared to the predicate device
(K0521 17) (Tab 12, p. 36). Engineering diagrams were provided in Tab 22.

* Increase in maximum fill volume size from 550 mL (K0521 17) to 77OmL (subject device) and an
increase in nominal fill volume from 400mL (K0621 17) to 600mL (subject device)

* Note, since the subject device is bigger and the device uses an elastomeric pumping
mechanism, the pump pressure will be lower in the subject device.
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4. Comparison Information (similarities and differences) to applicant's legally marketed predicate device
including, labeling, intended use, physical characteristics, etc.

· Labeling (K063530, Tab23)
In reviewing the product labeling, I noticed that the product labeling indication did not match the indication page
submitted in this application. Below is a list of all the models associated with the 1-Flow pump and the product
labeling indication.

* Homepump Eclipse (p. 101)
* Continuous delivery of medications through intravenous routes

* Homepump C-Series (p. 106)
- Continuous delivery of medication through intravenous, intra-arterial, intramuscular,

subcutaneous or epidural routes
* Easypump Basal with Bolus (p. 111)

- To provide a continuous basal level infusion of medication and to allow patient-controlled bolus
delivery. The bolus component of the PCA module enables fixed boluses to be delivered upon
demand by the patient or healthcare provider. Routes of administration include intravenous,
epidural, intramuscular and subcutaneous.

o Discussion (Concern): Not even close to subject device indication. There is no mention of
patient-controlled bolus delivery

* One Step KVO (p. 114)
- For continuous delivery (keep vein open) through intravenous access devices

o Discussion (Concern): Not even close to subject device indication. There is no mention
about keeping vein open

* Easypump Bolus Accessory Kit (p. 118)
* In combination with a positive pressure, continuous flow infusion pump, is intended to allow the

patient or healthcare provider controlled bolus delivery on demand.
o Discussion (Concern): Not even close to subject device indication. This isprobably due

to the fact that this is not a pump, but an accessory kit. This information should not have
been provided

• ON-Q Pump (p. 122)
* To provide delivery of medication (such as local anesthetics) to or around surgical wound sites

and/or close proximity to nerves for preoperative, perioperative & postoperative regional
ansesthesia and/or pain management. Routes of administration include: intraoperative site,
perineural, percutaneous and epidural

o Discussion (Concern). The sponsor appears to have used indication #2from the
indication, but added the epidural route of administration from indication #1. Sponsor
should clarifyj this issue.

• On-Q is indicated to significantly decrease pain and narcotic use when compared to narcotic only
pain management

* ON-Q PainBuster Bolus (p. 134)

J42
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To provide boluses of medication upon demand by the patient or healthcare provider to surgical
wound sites and/or close proximity to nerves outside of the epidural space. Routes of
administration may be intraoper     

a               
    

To significantly decrease pain and narcotic use when compared to narcotic only pain management

* Intended Use Subject device is identical to the predicate device.
* Physical Characteristics The subject device is identical to the predicate device in regards to device

components. The sponsor has only increased the volume of the chamber size from a maximum of
55OmL to 700mL.

Discussion (Additional Info Required)              

                    

                     
                     

                
                  

               
                     

                    
                     

                   

                     

                   
                     

       
                   

                    
                  

                  
                     

                
                   

         

5. A Design Control Activities Summary which includes:

A Design Control Activities Summary (DCAS) was provided by the sponsor.
a) Risk Analysis

* Risk analysis (K063530. Tab 21) used the Failure Mode and Effects Analysis (FMEA).

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied

Information provided in Tabs 21 & 18

c) Declaration of conformity with design controls. The declaration of conformity should include:
i) A statement signed by the individual responsible, that, as required by the risk analysis, all

verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met.

FOI - Page 231 of 251

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)



5

* Tab 9, p. 26

ii) A statement signed by the individual responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CFR 820.30 and the
records are available for review.
* Tab 9, p. 26

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for

Use Enclosure (and Class III Summary for Class III devices).
* Truthful and Accuracy Statement -Tab 6
* 510(k) Summary-Tab 5
* Indication for Use page - Tab 4

                 
                      

                  
                  

              
                    

                
                 

               
             

Contact History/Requests for More Information:
12-22-06 Informed sponsor via email & phone that their application has been put on hold.

K063530 Deficiencies
The sponsor must provide additional information for me to determine if the subject device is substantially

equivalent to the predicate device.

1. You have indicated that you intend to increase the maximum fill volume ofyour device to 77OmL. In your
submission, you have identified various models (i.e., ON-Q, Painbuster, C-Bloc, Select-A-Flow, OnDemand,
Easypump, Homepump, Eclipse, C-Series, OneeStep KVO), but it is unclear which model will be modified. Please
provide the following information on the models that will be modified.

a. Please provide a side-by-side comparison (in tabular form) of all models in which you intend to increase the
size of the maximum fill volume to 770mL. This table should include the model name/identifier, 5 10(k)
number in which the device was most recently cleared, the indication for which it was cleared, fill volume,
flow control component, flow rate, bolus volume, bolus refill time, delivery sites, filter, check valve. Please
insure that all values within this table are the identical values for which the device has been cleared in the
510(k) submission.

b. Please amend your 510(k) summary to only include those models in which you intend to increase the size of
the maximum fill volume to 770mL.

c. Please identify the product labeling (reference page numbers from original 510k application) for which you
intend to increase the size of the maximum fill volume to 770mL.

d. Please be advised that since you have only identified the volumetric change to your predicate device that the
only modification that has been reviewed in this application is the volumetric change and that no other

e9o
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modification to your device has been reviewed. If there are additional modifications to your device
components, please provide a list for our review.

2. You have provided product labeling for various models of your device in Tab 23 of your application. However, the
indications for these various models do not match the indication page that you have provided in Tab 4 of this
application. Please provide a table of all device models in which you intend to increase the maximum fill volume to
770mL. In this table please identify the device model, the product label indication, and the 510(k) number for which
this indication was previously cleared. If there is no 510(k) number for which the identical product label indication
was cleared, please justify why you believe the product label indication is similar to the indication page provided in
Tab 4. Please be advised that if a reasonable justification cannot be provided, modification of your product labeling
may be required.

3. Your 5 1 0(k) summary that you have provided in Tab 5 (p. 18) of your application needs modification. In your 5 10(k)
summary you did not provide the intended use/indication of your device. According to 807.92(a)(5), the intended
use/indication of the device should be included in the 5 10(k) summary. Please include the intended use/indication in
your 510(k) summary and ensure that this intended use/indication is identical to your indication page that you have
provided in Tab 4 of your application.

Name Al Date
Charles Zimliki, Ph.D.
Biomedical Engineer/Reviewer
CDRH/ODE/DAGID/GHDB
1-240-276-3671
Charles.Zimliki~fda.hhs.gov
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to A

M rketed Device

Descriptive Information Does N w Device Have Same NO Do the Differences Alter the Intended Not Substantially

about New or Marketed indic on Statementt D, Therapeutic/Diagnostic/etc. Effect YES .Equivalent Determination

Device Requested as Needed (in Deciding, May Consider Impact on

YES Safety and Effectiveness)?*

New Device H Same Intended NO
Use and Maybe" ubstantially Equivalent"

New Device Has .O
New Intended Use

Does N vi Have Same

Technological C aracteristics, Ne

e.g Design, Ma rials, etc.? I Characteristics Do the New Characteristics

ES Affect Safety or - Raise New Types of Safety YES

7 4 Effectiveness? or Effectiveness Questions?

NO Are the Descriptive NO
Characteristics Precise Enough N

to Ensure Equivalence?

Are Performance Data Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

YES

,1YES

Are Performance Data Available NO

/ Data Required ! 
To Assess Effects of New

YES

Chara~cteristics? ***

Performance Data Demonstrate Performance Data Demonstrate

Equivalence? 0 .- Equivalence? 4t ~~~~~~YES YES NO

NO

"Substantially Equivalent"

To Detemfination To Q

510(k) Submissions compare new devices to marketed devices. FDA requests additional information ifthe relationship between

marketed and "predicate" (pre-Amendments or reclassified post-Amendments) devices is unclear.

This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

·** Data maybe in the 510(k), other 510(k)s, the Center's classification files, or the literature.

2-
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Internal Administrative Form

YES NO

1 .Did the firm request expedited review?
2. Did we grant exeidrvew
3. Have you verified that the Document is labeled Glass III for GMVP

purposes? -

4. If, not, has P05 been notified?
5. Is the product a device?
6. Is the device exempt from 51 0(k) by regulation or policy?
7. Is the device subject to review by GDRH?
8. Are you aware that this device has been the subject of a previous NSE

decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,

performance data)?~
1 0. Are you aware of the submitter being the subject of an integrity

investigation?
1 1. If, yes, consult the ODE Integrity Officer.
12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991. __
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SCREENING CHECKLIST

FOR KLL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: 0
The cover letter clearly identifies the type of 510(k) submission as (Check the

ap r ate box):

7 Special 5l0(k) - Do Sections 1 and 2

U Abbreviated 510(k) - Do Sections 1, 3 and 4

O1 Traditional 5 10(k) or no identification provided Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or Missing or

Adequate Inadequate

Cover letter, containing the elements lited on page 3-2 of the

Prernarket Notification [510)] Manual.

Table of Contents.
Truthful and Accurate Statement.

Device's Trade Name, Device's Classifiato1Nm and

Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status 1

(Class I, Class II, Class III o tcasfe

Proposed Labeling including the material listed on page 3-4 of the

Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the

premarket submission.
Substantial Equivalence Comparison, including comparisons of

the new devicewihtepeca.

510(k Sumrnayr50k ttmn

Description of the device (or modification of the device) including

diagrams, engineering drawings, photographis or service manuals. ______

Identificatiooflglymreeprdctdvi.*

Compliance with performance standards. * [See Section 514 of

the Act and 21 CFR 807.87 (d)4 ______

Class III Certification and Suinma y.

Financial Certification or Disclosure Statement for 510(k)

notifications with a clinical study. * [See 21 CFR 807.87 (i)] ____________

* May not be applicable for Special 510(k)s.

** -Required for Class III devices, only.

-See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

Convenience K~its Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:
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Present Inadequate
or Missing

Name and 510(k) number of the submitter's own, unmodified
predicate device.
A description of the modified device and a comparison to the

sponset's redicate device.
A statement that the intended use(s) and indications of the

modified device, as described in its labeling are the same as the
i ntended uses and indications for the submitter's unmdo dified

~redicate device.

Reviewer's confirmation 'that thle modification has not altered the

impact of the modification on the device and its components, and
the results of the analysis.
b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity with design controls that includes
the following statements:

A statement that, as required by the risk analysis, all
verification and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responsible
for those particular activities. I

A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specified
in 21 CFR 820.30 and the records are available for review.
This statement is signed by the individual responsible for
those particular activities.

Section 3: Required Elements for an ABBREVIATED 51O(k)* submission:

Present Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a surmmary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
elects to use an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)
For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(<) boilers on thle H drive.J]_____________
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For a submission, Iwhich relies on a recognized standard without a

declaration of conformity, a statement that the manufactrnrc

intends to conform to a recognitzed standard and that supporting

data will be avadabte before marketing the device.

For a submission, which relies on a non-recognized standard that

has been historically accepted by FDA, a statement that the

reufcgnied sntandard, ionforde toa deerm ginedsustandaldan

eha su oalencet.ilb vilbebfr ake i eie

*o a Whes'ln, wicmltn thel oreie of an abbreviated standar , pleaseflota

Ab ntbrev ioicated Scetandad Dat Form aQocatedmont theaH drie) n italtegra

doufctume nents, tpoi confomtrols, recognized standards and/o o-eome

ttsupotangdards which werevanltbl byfore spoetnsor. deic

Setin 4:y additional frequionremuentsdbh fovewrABEiATE andeTrADTOA

to determine substantial Presen Inadequat

Atem wdithicheck infmain t hihePrsenot ovredeq y the oumndoanotrqirceddtoa

inorumantseion fom. ol thesognsor. teswthnar checks inote"isigorI-eqae

rcolunzd mstanad be submi tte blefore substantivervea fthlouet
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The deficiencies identified above represent the issues that we believe need ro 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 Food, Drug, and Cosmetic Act for determining substantial equivalence of youi

device. We also considered the burden that may be incurred in your attempt to respond to

the deficiencies. We believe that we have considered the least burdensome approach to

resolving these issues. If, however, you believe that information is being requested that is

not relevant to the regulatory decision or that there is a less burdensomne way to resolve the

issues, you should follow the procedures outlined in the "A Suggested Approach to

Resolving Least Burdensome Issues" document. It is available on out Center web page at:

http:/ /ww-w. fda.gov/cdrh/modact/leastburdensoile~htrTrl
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REVISED: 3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDUER 510(K)

BOILERPLATES TITLED 'DOCUMENTATION' AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:* 6 2&K 39

Division/Brarlh

Device Naihe: - O

Product To Which Compared (510 (K) Number If Know) _ ________

YES NO

1. Is Product A Device If NO =Stop

2. IS Device Subject To 510(k)? If NO =Stop

3. Same Indication Statement? If YES =Go To S

4. Do Diferences Alter The Effect Or If YES =Stop NE

Raise New Issues of Safety Or

Efetveness?

5. Sme echological Characteristics? If YES =Go To 7

6. culdTheNew Characteristics Affect If YES G To8

SaeyOr Effectiveness?

7. Desriptie Characteristics Precise -.fNO =Go To 10

Enough? If YES Stop SE

8. New Types Of Safety or Effectiveness If YES -'Stop NE

Questions?

.9. Accepted Scientific Methods Exist? if NO =Stop NE

10. Performance Data Available? Lf NoC) eqiuest
D

11- Data Demonstrate Equivalence Final eiin

Note: In addition to completing the form on the LAN, "yes" responses to

questions 4, 6, B, and 11, and every "'no"' response requires an

explanation.
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1. Intended Use:

2. Device Description: Provide a statement of how the device is either

similar to and/or different from other marketed devices, plus data (if

necessary) to support the statement. Is the device life-supporting or

life sustaining? Is the device implanted (short-term or long-term)? Does

the device design use software? Is the device sterile? Is the device for

single use? Is the device over-the-counter or prescription use? Does the

device contain drug or biological product as a component? Is this device

a kit? Provide a summary about the devices design, materials, physical

properties and toxicology profile if important.

EXPLANATIONS TO "YES' AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's

indication:

4. Explain why there is or is not a new effect or safety or effectiveness

issue:

5. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or

effectiveness:

7. Explain how descriptive charateristis a e not precise enough:/J

lkae- 75 -K 'gt
S. Explain new types o saf ty or effectiveness uetions raiseor why the

questions are not new:

9. Explain why existing scientific methods can not be used:

10. ~.~plai. whay performance d a is ne yd: It /

11. Explain how the erformance d~ta demonstrates .nat the device i a s

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION
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510(k) "SUBSTANTIAL'EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to

M keted Device

Descriptive Information Does N w Device Have Same NO Do the Differences Alter the Intended Not Substantially

about New or Marketed Indic tion'Statementf ~' TherapeuticlDiagnosticletc. Effect YES Equivalent Determination

Device Requested as Needed (in Deciding, May Consider Impact on

YES Safety and Effectiveness)?*

New Device F as Same Intended NO

Use and May be Sbstantially Equivalent" .

New Device 1tas 0
New Intended Use

Does New De' ce Have Same
Technological haracteristics, NO Could the New

e.g. Design, M .erials, etc.? ' Characteristics Do the New Characteristics

ES Affect Safety or - * RaiseNewTypesofSafety YESI, 0
Effectiness? or Effectiveness Questions?

NO AreIt f Descriptive NO
Characleri ics Precise Enough NO

to Ensu Equivalence? 4

NO
-- Are performance Data Do Accepted Scientific

Available to Asses Equivalenc YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

YES ( YES

Performance Are Performance Data Available NO

Data Required To Assess Effects of New
Characteristics? .**

YES

Perfortnance Data Demonstratc Performance Data Demonstrate

Eqtuivalence? -.-- + Equivalence?
{NO YS · YES NO

NO

'S ubstatfi ally Equivalent A

Fo AiTo

5,10(k) Submissions compare new devices to markesed devices. FDA requests additional inlormation if (le relationship between

marketed and "predicate" (pro-Anendmenis or reclassiflied posi-Amcndnients) devices is unclear

This decision is nornally based on descriptive infonnation alone, but limited testing information is somefinies required.

·* Data maybe in the sI 0( ), outher 5I0(k)s. the Center's classification files, or Ime literatlre

0...-
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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.

December 29, 2006 Rockville, Maryland 20850

I-FLOW CORP. 510(k) Number: K063530
20202 WINDROW DR. Product: ON-Q,
LAKE FOREST, CA 92630 PAINBUSTER,
ATTN: JAMES J. DAL PORTO C-BLOC,

SELECT-A-FLOW,

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent 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,
"Fax 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/a02-0l.html.
On August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510(k)s. This guidance can be
found at http://www.fda.9 ov/cdrh/ode/guidance/1567.html. Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so in 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.
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If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health

\7
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j(uY 3205S
20202 Windrow Drive Tele: (800) 448-3569 Visit us on the web at:
Lake Forest, CA 92630 (949) 206-2700 vwwwiflo~cotr

1-Flow Corporation USA Fax: (949) 206-2600 www.AskYourSuirgeonl.cout

December 28, 2006

Attn: Charles "Chip" Zimtliki, Ph.D.
Food and Drug Administration
Center for Devices and Radiological Health
5 10(k) Document Mail Center (HFZ - 401)

9200 Corporate Blvd.
Rockville, Maryland 20850

Dear Chip,J _1

This letter is a response to your e-mail dated December 27, 2006 and our telephone conversation on the

same day. Your questions appear below in italics followed by our response (in bold).

1. You have indicated that you intend to increase the maximum fill volume of your device to 770mL. In

your submission, you have identified various models (i.e., ON-Q, Painbuster, C-Bloc, Select-A-Flow,

OnDemand, Easypump, Hlomepump, Eclipse, C-Series, One 'Step KVO), but it is unclear which model

will be modified. Please provide the following information on the models that will be modified.

In an effort to expedite the 510(k) review process, 1-Flow will limit the proposed volume change to
just the ON-Q models identified as Type 5 -7 in Table 11.3.3 on page 32 of K(063530. Please change
the name of the 510(k) to "ON-Q Pump".

Per our conversation, 1-Flow has modified our Indications for Use page to delete bullet item 1 with
the exception of moving "epidural" as a route to the end of bullet item 2. This is an appropriate
modification given that the pump is cleared for epidural use and the epidural route clearly fits the
description of bullet item 2. The Directions for Use for the ON-Q Pump has been updated to
exactly match the revised Indications for Use page.

Please see Attachment 1, revised Indications for Use page.

Please see Attachment 2, revised ON-O Pump Directions for Use (part number 1304265).

a. Please provide a side-by-side comparison (in tabular form) of all models in which you intend to

increase the size of the maximum fill volume to 770mL. This table should include the model

name/identfler, 51 0(k) number in which the device was most recently cleared, the indication for which it

was cleared, fill volume, flow control component, flow rate, bolus volume, bolus refill time, delivery sites,

filter, check valve. Please insure that all values within this table are the identical values for which the

device has been cleared in the 510(k) submission.

The table below has been updated to reflect the identical values as cleared in previous 510(k)s. This
replaces Table 11.3.3 originally provided on page 32 of K063530.

Table 11.3.3

Model Name ON-0 Pump ON-Q Pump with Select-A-Flow ON-Q Pump with On eand

Previous 510(k) 1K052117 IK023883 1K023318
Subsequent 510(k) FNone (K063530 under FDA IK040337 and K0521 17 K040337 and K(052117

Clearances rev~ewv

Fill Volume 150 to ~500 ml ~ 50 to 500 ~ml ~50 to 500 ml

K063530
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CIhF
I-Flow Corporation

Model Name ON-Q Pump ON-Q Pump with Select-A-Flow ON-Q Pump with OnDemand
Indications for Use These are repeated in our response The indications were updated per The indications were updated per

to Question #2. K(040337. These are repeated in K040337. These are repeated in
          

Flow Control                
Component           

Basal Flow Rate 0.5 to 250 ml/hr 0.5 to 3.5 ml/hr, none to 5 mI/hr
I to 7 ml/hr,r
2 to 14 mI/hr

Bolus Delivery n/a n/a 2 to 10 ml volume,
130 to 60 min. refill

Filter yes yes Ies
Y-adapter optional optional optional

The optional Y-adapter for the models was cleared per K052117. It can split the administration line for multi-site delivery or
provide a combination of administration set options such as the Select-A-Flow component for basal flow rate delivery and the
OnDemand component for bolus delivery.

b. Please amend your 510(k) summary to only include those models in which you intend to increase

the size of the maximum fill volume to 770mL.

Please see Attachment 3, revised 510(k) Summary which has been updated per your request.

c. Please identify the product labeling (reference page numbers from original 510k application) for

which you intend to increase the size of the maximum fill volume to 770mL.

Per our conversation, I-Flow's response is included under question #2 below.

d. Please be advised that since you have only identified the volumetric change to your predicate device

that the only modification that has been reviewed in this application is the volumetric change and that no

other modification to your device has been reviewed. If there are additional modifications to your device

components, please provide a list/for our review.

There are no additional modifications to device components.

2. You have provided product labeling for various models of your device in Tab 23 of your
application. However, the indications for these various models do not match the indication page that you

have provided in Tab 4 of this application. Please provide a table of all device models in which you
intend to increase the maximum fill volume to 770mL. In this table please identif the device model the

product label indication, and the 510(k) number for which this indication was previously cleared If there

is no 510(k) number for which the identical product label indication was cleared, please justijfj why you

believe the product label indication is similar to the indication page provided in Tab 4. Please be advised

that if a reasonable justilfication cannot be provided, modification of your product labeling may be
required

As indicated above, I-Flow will limit the proposed volume change to just the ON-Q models
identified as Type 5 - 7 in Table 11.3.3 on page 32 of K063530. The Directions for Use for the
ON-Q Pumps have been revised to be identical with the revised Indications for Use for K063530.
The table below provides the information you requested.

Model Name ON-Q Pump ION-Q Pump with Select-A-Flow ON-Q Pump with OnDemand
Previous 510(k) K052117 K023883 K023318
Subsequent 510(k) None (K063530 under FDA K040337 and K0521 17 K040337 and K0521 17
Clearances review)

K063530
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I-Flow Corporation

Model Name ON-0 Pump ON-Q Pump with Select-A-Flow ON- Pum with OnDemand
510(k) Indications Note: The indications for use were updated for all models of the I-Flow Elastomeric Pump per K040337.

The indications from this 5 1 0(k) are repeated below. These are the same indications as provided in the
predicate K052117.

I. The I-Flow Elastomeuic Pump is intended for continuous and/or intermittent infusion of medications for
general infusion use, including antibiotic delivery, chemotherapy and pain management. Routes of
administration include the following: intravenous, intra-arterial. subcutaneous, intramuscular and epidural.

2. The 1-Flow Elastomeric Pump is also intended for continuous and/or intermittent delivery of medication
(such as local anesthetics or narcotics) to or around surgical wound sites and/or close proximity to nerves
for preoperative, perioperative and postoperative regional anesthesia and pain management. Routes of
administration may be intraoperative, perineural or percutaneous.

3. The I-Flow Elastomeric Pump is also intended to significantly decrease narcotic use and pain when
used to deliver local anesthetics to or around surgical wound sites or close proximity to nerves when
compared with narcotic only pain management.

Label Indications As discussed above, the first bullet item was deleted with the exception of moving "epidural" as a route to
the end of the second bullet item. The label indications are identical for all three models and are repeated
below. Please see the attached revised Directions for Use (padl number 1304265).

I. The ON-Q Pump is intended for continuous and/or intermittent delivery of medication (such as local
anesthetics or narcotics) to or around surgical wound sites and/or close proximity to nerves for
preoperative, perioperative and postoperative regional anesthesia and pain management. Routes of
administration may be intraoperative, perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use and pain when used to deliver
local anesthetics to or around surgical wound sites or close proximity to nerves when compared with
narcotic only pain management.

3. Your 510(k) summary that you have provided in Tab 5 (p. 18) of your application needs
modification. In your 51 O(k) summary you did not provide the intended use/indication of/your device.
According to 807. 92(a)(5), the intended use/indication of the device should be included in the 510(k)
summary. Please include the intended use/indication in your 510(k) summary and ensure that this
intended use/indication is identical to your indication page that you have provided in Tab 4 of your
application.

Please see Attachment 3, revised 510(k) Summary which has been updated per your request.

]-Flow believes the above-enumerated responses and attached documents answer your questions.
If you have any questions, please call me for an expedited response.

Sincerely,

Shane Noebre
Director of Regulatory Affairs

I-Flow Corporation
Phone:  

 
Fax:  
E-mail:  

K063530
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Special 510(k) - ON-Q Pump
ATTACHMENT t Section 4 - Indications For Use

Applicant: I-Flow Corporation

510(k) Number (if known): K063530

Device Name: ON-Q Pump

Indications For Use:

1. The ON-Q Pump is intended for continuous and/or intermittent delivery of medication
(such as local anesthetics or narcotics) to or around surgical wound sites and/or
close proximity to nerves for preoperative, perioperative and postoperative regional
anesthesia and pain management. Routes of administration may be intraoperative,
perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use and pain
when used to deliver local anesthetics to or around surgical wound sites or close
proximity to nerves when compared with narcotic only pain management.

Prescription Use X AND/OR Over-The-Counter Use
(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)

K063530
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ATTACHMENT 3
ON-Q Pump

Section 5 - Summary of Safety and Effectiveness

510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

Submitter: I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA. 962630

Contact: Shane Noehre
Director, Regulatory Affairs

______ _____ _____ I-Flow Corporation

Trade Names: ON-O Pump, ON-Q Pump with Select-A-Flow,
_____________ON-Q Pump with OnDemnand

Common Name: Elastomeric Infusion Pump
Existing Device: I-Flow Elastomeric Pump (K052117)
Design Change: This Special 510(k) submission proposes an increase in the maximum fill

volume from 500 to 770 ml.
Device The OPJ-Q Pump consists of an elastomeric pressure source with an
Description: integrated administration line. Fill volumes range from 50 to 770 ml. Flow

rates range from 0.5 to 250 mI/hr. The administration line typically consists
of fixed flow rate control tubing or orifice but may contain any of the
following optional features:

* Select-A-Flow component that provides a range of flow rates that may
be dialed depending on the needs of the healthcare professional.

• Bolus component (e.g. OnDemand) that provides basal and/or bolus
delivery.

* Y-adapter component that may split the administration line into two or
more delivery sites. The Y-adapter component may also be used to
provide a combination of options (such as both the Select-A-Flow and
OnDemand components) for one delivery site.

* Air and particulate eliminating filter.
The pump may be sold as a kit with additional medical devices or
accessories such as the following:

*Catheter, introducer needle, Tunneler, syringe, dressing, filling
extension set, carry case, E-clip, nerve block accessories, etc.

Indications for Use 1. The ON-Q Pump is intended for continuous and/or intermittent delivery of
medication (such as local anesthetics or narcotics) to or around surgical
wound sites and/or close proximity to nerves for preoperative,
perioperative and postoperative regional anesthesia and pain
management. Routes of administration may be intraoperative,
perineural, percutaneous and epidural.

2. The ON-Q Pump is also intended to significantly decrease narcotic use
and pain when used to deliver local anesthetics to or around surgical
wound sites or close proximity to nerves when compared with narcotic
only pain management.

Technology There is no change in fundamental scientific technology. The design
Comparison: remains the same as previously cleared devices.
Conclusion: The ON-Q Pump with fill volumes up to 770 ml are substantially equivalent

_________________to the existing I-Flow elastomeric pumps currently marketed.

K063530
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