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SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

December 18, 2002

Submitter:

Contact:

Trade Name:

Commeoen Name:

Classification Name:

Existing Device:

Device Description:

Technology
Comparison:

|-Flow Corporation
20202 Windrow Drive
Lake Forest, CA 92630

Shane Noenhre

Director, Regulatory Affairs

I-Flow Corporation

I-Flow Variable Rate Elastomeric Pump

Infusion Pump and Administration Set

Pump, Infusion

{-Flow Elastomeric Pump (KOZ0660)

The I-Flow Variable Rate Elastomeric Pump consists of an elaséomeric
pressure source with an integrated administration line. This special

510(k) proposes a labeling change to the existing device submitted
under K020660 for the variable flow rate component.

The Variable Flow Rate Component is identical in design to the one
recently cleared under KO20660.

Conclusion: The |-Flow Variable Rate Elastomeric Pump was cleared under K020660 on March

20, 2002. it was found to be substantially equivalent to the existing [-Flow Elastomeric Pump anc
the variable flow rate component cleared under K020251.
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‘ Food and Drug Admini.stration
- & . 9200 Corporate Boulevard
DEC 20 2002 | Rockville MD 20850

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

Re: K023883
Trade/Device Name: I-Flow Variable Rate Elastomeric Pump

Regulation Number: 880.5725
Regulation Name: Infusion Pump
Regulatory Class: II

Product Code: MEB

Dated: November 19, 2002
Received: November 21, 2002

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 111
(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 F DA’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. -

FOI - Page 5 of 73

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 8§01),
please contact the Office of Compliance at (301) 594-4618. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at
(301) 594-4639. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301)
443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

il

latowski

Timothy
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure


http://w.fda.gov/cdrlddsma/dsiiiamain.html

20202 Windrow Drive

I‘ FLO Lake Forest, CA 92630
p  Tel: 800.448.3569 or 949.206.2700

Fax: 949.206.2600
I-Flow Corporation  www.i-flowcorp.com

Ver/ 3 - 4/24/9'6

Applicant: h I-Flow Corporatic-)n -

' 510(k) Number (if known):

Device Name: I-Flow Variable Rate Elastomeric Pump

Indications For Use:

1. The I-Flow Variable Rate 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 Variable Rate 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.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

) -
Z%//ﬂ CZ///i(éZ,f/' >

Division Sign-Off)
E)ivision of Anesthesiology, G_eneral Hospital,
infection Control, Dental Devices

§10(k) Number: /L O0L3T D

Page 4 of 11
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' Food and Drug Administration
h o 9200 Corporate Boulevard
DEC z 0 20[]2 Rockville MD 20850 :

-/‘ : DEPARTMENT OF HiALiH & HHUMAN SERVICES Fubue Health Service

-Mr. Shane Noehre

Director, Regulatory Affairs
1-Flow Corporation

20202 Windrow. Drive

Lake Forest, California 92630

Re: K023883
Trade/Device Name: [-Flow Variable Rate Elastomeric Pump
Regulation Number: 880.5725 '
Regulation Name: Infusion Pump
Regulatory Class: I
Product Code: MEB
Dated: November 19, 2002
Received: November 21, 2602

Dear Mr. Nochre:

We have reviewed your Section S10(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 cnactment 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 Il (Special Controls) or class 111
(PMA), it may be subject to such additional controls. Lxisting major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21. Parts 800 to £98. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

FOI - Page 7 of 73



~ Page 2 — Mr. Nochre

Plcase 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
N 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 CEFR Part 801),
please contact the Office of Compliance at (301) 594-4618. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at
(301) 594-4639. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301)
443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain. htmi

Since ly yours, ' PJ\
_/( /E // iy

Timothy
Pirector
Division of Anesthesiology, General Hospital,
[nfection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

latowski

Enclosure
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20202 Windrow Drive
l‘ F LO Lake Forest, CA 92630
Tel: 800.448.3569 or 94%.206.2700
- ®  £ax: 949.206.2600
I-Flow Corporation  www.i-flowcorp.com

Verl 3 - 4/24/96.

_Applicant: R 1-Flow Corporation

. 510(k) Number (if known):

Device Name: I-Flow Variable Rate Elastomeric Purmp

Indications For Use:

1. The [-Flow Variable Rate 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 |-Flow Variable Rate 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.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
(Per 21 CFR 801.109)

P (Optional Format 1-2-96)
Y .
/%JJ/A:/ ééac'gf';ﬂ/( -

Division Sign-Off)
i)ivision of Anesthesiolagy, G_eneral Hospital,
) tnfection Control, Dental Devices

510(K) Number:_/L O35 S

Page 4 of 11
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Admimnistration
Center for Devices and
Radiological Health

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

November 21, 2002 Rockville, Maryland 20850
I-FLOW CORPF. 510(k) Number: K023883

20202 WINDROW DR. Received; 21-NOV-2002

LAKE FOREST, CA 92630 Product: HOMEFUMP, ECLIPSE,

ATTN: SHANE NOEHRE C-SERIES,

PATNBUSTER, C-BLOC,
ON-Q, EASYPUMP, KVO

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), 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 1s cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has heen
completed or if any additional information is required. YOU MAY NOT PILACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

As a reminder, we would like to mention that FDA requires all 510(k) submitters
to provide an indications for use statement on a separate page. If you have
not included this indications for use statement in addition to your 510(k;
summary (807.92), or a 510(k) statement (807.93), and your Truthful and
Accurate statement, please do so as soon as possible. If the above mentioned
requirements have been submitted, please do not submit them again. There may
be other regulations or requirements affecting your device such as Postmarket
Surveillance (Section 522(a){l) of the Act) and the Device Tracking regulation
(21 CFR Part 821). Please contact the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA) at the telephone or web site
below for more information.

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 te any address other than the DMC will not be considered

as part of your officlal premarket notification submission. Also, please mnote
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/a02-01 html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you have
other preocedural or policy questions, or want information on how to check on the
status of your submission (after 90 days from the receipt date), please contact
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda.gov/cdrh/dsmamain.html or me at (301) 594-1190.

Sincerely yours,
Marjorie Shulman
Consumer Safety Officer

Premarket Notification Staff
Office of Device Evaluation

FOI - Page 10 of 73
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Special 510(k) — Device Modification

for the
I-Flow Variable Rate
Elastomeric Pump 5z 2
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Date of Submission:

~ CDRH SUBMISSION COVER SHEET

November 19, 2002 FDA Document Number:

Section A Type of Submission
PMA PMA Supplement FDP 510(k) Ivieeting

M Original submission O Reguiar O Presubmission o Original submission: [J Pre-IDE meeting
[0 Modular submission 3 Special summary [ Traditional O Pre-PMA. meeting
O Amendment Cl Panel Track [ Original PDP & Special 0 Pre-PDP meeting
1 Report 0O 30-day Supplement & Notice of intent to O Abbreviated O 180-day meeting
O Report Amendment O 30-day Notice start climcal trials O Additionat 0O Other (specify):

O 135-day Supplement O [ntention to submit information:

O Real-time Review Notice of Completion O Traditional

£ Amendment to O Notice of Completion O Special

PMA Supplement O Amendment to PDP O Abbreviated

IDE

O Original submission

Humanitarian Device
Exemption

Cl Report

Class 11 Exemption

O Original submission

Evaluation of
Automatic Class 111
Designation

O Amendment O Onginal submission O Additional

O Supplement O Amendment information M Original submission
L Supplement O Additional
0 Report information

Other Submission

Describe supmission:

Section B

Applicant or Sponsor

Establishment registration number:
2026095

Company / Institution name:
I-Flow Corporation

Phone number (include area code):
[ |

FAX number (include area codel:
[ ]

Division name (if anplicable):

Street address:

20202 Windrow Drive

City: Lake Forest State / Province CA Country: (J g A.

Contact name:

Contact title: Executive Vice ﬁ@{m and COO Contact e-mail address:l

Section C

Company / Institution name: 1-Flow Corporation

Submission correspondent (if different from above)

Establishment registration number: 2026095

Division name (if applicable): Phone number (include area code):

(949 ) 206-2700 ext. 2653

Street address: 20202 Windrow Drive FAX nimber (inciude area code):

( 949 1206-2600

City:  Lake Forest State / Province: CA Country: U.S5.A,

Contact name:  Shane Nochre, RAC

Contact e-mail address: shane.noehre @i-flowcorp.com

} AL

FINAL DRAFT — May 8, 1998

Contact title: Director, Regulatory Affairs

(A

FOI - B3gé°12 of 73



Section D1

Reason for Submission — PMA, PDP, or HDE

M New device

0 ‘Withdrawal

7 Additional or expanded indications
Cl Licensing agreement

0O Process change
[ Manufacturing
1 Sterilization
01 >ackaging
I3 Other (specify below)

O Response to FDA correspondence:
3 Request for applicant hald

[Q Request for removal of applicant hold

[ Request for extension

O Change in design, component, or specification:

O Software
CI Color Additive
0 Material
[ Specifications
O Other (specify below}

O Labeling change:
[ "ndications
0O Instructions
O Performance Chamactenistics
0 Shelf life
O Trade name
3 Other (specify below)

{7 tequest to remove or add manufacturing site

[ Oxher reason (specify):

Ll Location change:
O Manufacturer

[3 Sterilizer
0 Packager
O Distributor

C Report submission:
3 Annual or periodic

O Post-approval study
O Adverse reaction

1 Device defect
i Amendment

O Change in ownership
Ll Change in conmespondent

Section D2

Reason for Submission — IDE

O New device

O Addition of institution

E Expansion / extension of study
O [RB certification

0 Request hearing

[ Request waiver

O Termination of study

O Withdrawal of application

0O Unanticipated adverse effect
T Notification of emergency use
O Compassionate use request

[ Treatment IDE

0O Continuing availability request

C Other reason (specify):

O Change in:

O Correspondent

C Design

LI Informed consent

O Manufacturer

L} Manufacturing process
L Protocol - feasibility
O Protocol - other

O Sponsor

C Report submission:

[ Current investigator

O Annual progress

O Site waiver limit reached
O “inal

O Response to FDA letter concerning:

[1 Conditional approval
13 Deemed approved
1 Deficient final report
L1 Deficient progress report
3 Deficient investigator repoit
[ Disapproval
[ Request exiension of
time to respond to FDA
[J Request meeting

Section D3

Reason for Submission — S10(k)

[ New device
0 A dditional or expanded indications
[ Other reason (specify}:

0O Change in technology
¢4 Change in design

0 Change in materials
[ Change in manufacturing process

Version 2.0

FOI - Page 13 of 73
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Section E

Additional Information on 510(k) Submissions | ' .

Product codes of devices to which substantial equivalence is claimed:

Summary of, or statement concerning, safety and

effectiveness data;
1 MEB 2 3 4 ! 510(k) summary attached
X ] - g Ci 510(k) statement

Information on devices to which substantial equivalence is claimed:

510¢k) Number

Trade or proprietary or mode] name Manufacturer

1 K020660 1 Elastomeric Infusion Pump ; [-Flow Corporation
2 2 2

3 3 3

4 4 4

5 5 5

6 6 6

Section F Product Information — Applicable to All Applications

Commen or usual name or classification name:
Infusion Pump and Administration Sets

~ff

Trade or proprietary or model name Model number
1 Homepump, Eclipse, C-Series, PainBuster, C-bloc, ON-Q, Easypump, KVO 1 various
k-
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions {regardiess of outcome):
1 K020660 2 3 4 5 6
7 8 9 10 H 12

Data included in submission:

[} Laboratory testing B Animal trials £} Human trials

Section G Product Classification — Applicable to All Applications
Product cede MEB C.F.R. Section: 880.5725 Device class:

O Class 1 # Class II
Classification panel: General Hospital C Class Il B Unclassified

J

Indications {from labeling):

See Indications for Use page in submission.

ersion 2.0

FOI - P3§é 14 of 73
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Note: Submission of this information does not affect the need to FDA Document Number:

submit a 2891 or 2891a Device Establishment Registration form.

yection H Manufécturing { Packaging / Sterilization Sites Relating to a Submission

FDA estahlishment registration number:
2026045

¢ Origina
O Add

{1 Delete

¥| Manufacturer
O Contract manufacturer

E Contract sterilizer
[ Repackager / relabeler

Coamnany / Inctititinn name-

I-Flow Corporation

Establishment registration number:
2026095

Division name (if applicable):

Phone number (include area code):
(949 ) 206-2700

Street address:
20202 Windrow Drive

FAX number (include area code):
(949 ) 206-2600

City: Lake Forest State / Province: CA

Country: U.S.A.

Contact name: Shane Noehre, RAC

Contact title: Director, Regulatory Affairs

Contact e-mail address:
shane.noehre @ i-flowcorp.com

[ Original FDA establishment registration number:

C Add

O Delete

O Contract sterilizer
C Repackager / relabeler

'} Manufacturer
O Contract manufacturer

Company / Institution name:

Establishment registration nimber:

Division name (if annlicable):

Phone number (include area code):

( )

) Street address:

FAX number (include area code):

( )

City: State / Province:

Country:

Contact name:

Contact title:

Contact e-mail address:

I Original FDA estahlishment reeistration number;

O Add O Delete

| Manufacturer
LI Contract manufacturer

O Contract sterilizer
T Repackager / reiabeler

Company / Institution name:

Establishment registration number:

Division name (if applicable):

Phone number (inciude area codel:

( )

Street address:

FAX number {include area code):

( )

Citv: State / Province:

Coimntry

Contact name:

‘{Comact title:

Contact e-mail address:

Version 2.0
FOI - Page 15 of 73
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20202 Windrow Drive
Lake Forest, CA 92630
Tel: 800.448.3569 or 949.206.2700
®  Fax: 949.206.2600
I-Flow Corporation  www.i-flowcorp.com

SPECIAL 510(k): Device Modification

L
9200 Corporate Blvd. i _—
Rockville, Maryland 26850

= o

November 19, 2002 P ~ z
rt& Q9

Via Federal Express - o §
- .

Food and Drug Administration s S
Center for Devices and Radiclogical Health - TV A
510(k) Document Mai!l Center (HFZ — 401) >
=X

=

Reviewing Staff;

In accordance with §510(k) of the Federal Food, Drug, and Cosmetic Act and in conformance with Title 21 CFR

§807.81, I-Flow Corporation is submitting this premarket notification for the Homepump prior to the introduction
into interstate commerce for commercial distribution.

The |-Flow Variable Rate Elastomeric Pump was cleared earlier this year on March 20, 2002 under KO20660. This
notification is being submitted to propose a labeling modification due to a design change. Please note that the

I-Flow Variable Rate Elastomeric Pump has not been introduced into interstate commerce for commercial
distribution.

No changes will be made to the indications for use, sterilization, fundamental scientific technology or packaging.

ol
This premarket notification witl repeat the Variable Flow Rate information from the previous submission (KOZOGGO))
for ease of review. {The Tallowing changes/addifions have been included: .
1. Risk'Assessment Addendum

2. Directions for Use
3. Flow rate specification change of

All questions and/or cornments concerning this decument should be made to:

Shane Noehre
Director of Regulatory Affairs

Sincerely,

Smre, RAC

Director, Regulatory Affairs

I-Flow Corporation

20202 Windrow Dr

Lake Forest, CA 92630

Tel: (949) 206-2653, Fax: (949) 206-2600
e-maijl: shane.noehre@i-flowcorp.com

Page 1 of 11
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Special 510(k)
|-Flow Variable Rate Elastomeric Pump

C TABLE OF CONTENTS
Lo da STl 1L 1) SRRSO U U OO VPP ORI Page 1
Truthful and Accurate Statement. ... e e Page 3
INAICALIONS FOT LS ..ottt ieeceeteer e sie e e e st e reer b ee s e esaas 140 oAb bR e b e b e e RS s b s an et s senearassa e e araesen e nn e nsbasaaranas Page 4
Declaration of CONFOIMIELY ... ... ettt e d b st b Page 5
* Changed |
1.0 General INFOMMALION ..ot e st s s bt s et s sa e ar b ba e e e b e e srasneans Page 6
2.0 Physical Specifications and Descriptions ... Page 6
3.0 [ P Loy 1= L OO OSSPSR USUPUPOUPI PP PIUR YO Page 8
4.0 Components and Materials..............ccoovii s Page 8
5.0 Operational Specifications and Description. .. ... Page 8
e Changed | |
6.0 Biocompatibility Specifications ... Page §
7.0 Chemical and Drug Specificalions ..., Page 9
8.0 INAICAtIONS FOT S ....... ettt e et e e n e s bbb e sttt e st Page 9
J 9.0 Labels and Labeling ..............coi i e Page 9
e Changed |
0.0 SEANTARAS ....vvovrecceieierer e eetes s ter it s e e e etssme s b b s e e e e a e e ek st e L b et a Rt n et nn e Page 10
110 PaCKAGING ..o e ket n e e n e e Page 10
12,0 SEEMIlIZALION ....cootier et bbb s Page 10
13.0 Comparison to Existing (Unmodified) Device ... Page 11
e Changed | |
Appendix A — Risk Assessment for the
Risk Benefit Assessment
Appendix B - Example Homepump Drawing
Appendix C - Example Homepump Labeling
e Changed Directions for Use
Appendix D - Homepump Regulatory Documentation: K020660
Appendix E — Summary of Safety and Effectiveness
Page 2 of 11
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Special 510(k)
|-Flow Variable Rate Elastomeric Pump

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
(As required by 21 CFR 807.87(j))

| certify that, in my capacity as the Chief Operating Officer of I-Flow Corporation, | believe to
the best of my knowledge, that all data and information submitted in the premarket notification

for the Homepump are truthful and accurate and that no material fact has been omitted.

Name Tit!
I-Fiow Corporation ) [ 9 /CQ_
Company Dated

Premarket Notification (510(k) Number)

Page 3 of 11
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20202 Windrow Drive
Lake Forest, CA 92630
Tel: 800.448.3569 or 949.206.2700
®  Fax: 949.206.2600
|-Flow Corporation  www.i-flowcorp.com

Ver/ 3 - 4/24/96

Applicant: I-Flow Corporation

510(k) Number (if known):

Device Name: I-Flow Variable Rate Elastomeric Pump

indications For Use:

1. The |-Flow Variable Rate 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 |-Flow Variable Rate 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.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
(Per 21 CFR 801.109)

{Optional Format 1-2-96)

-

Page 4 of 11
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Special 510(k)
I-Flow Variable Rate Elastomeric Pump

DECLARATION OF CONFORMITY

As required by the risk analysis, all verification and validation activities will be performed by
designated individuals and the results shall demonstrate that the predetermined acceptance
criteria are met prior to the introduction into interstate commerce for commercial distribution.

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

Chief Operating Officer Vice President of Engineering / R&D
I-Flow Corporation I-Flow Corporation

Verification and Validation activity will ensure the device meets the requisite design
specifications and acceptance criteria and shall include the following:

Flow Rate Accuracy:[ ] at 95% confidence interval.

. Leak Testing: no leaks; |

Residual Volume: ] ml depending on model

Bond Strength: > : |

PN

Labeling: per secticl)n 9.0 of this submission.

Package Integrity: per section 11.0 of this submission.
Sterility: per section 12.0 of this submission.

Incoming Inspection: per the Risk Assessment.

Inprocess and Final Inspection: per the Risk Assessment.

©®~N®

Reference Documents
1. Risk Assessment for the variable flow component |
2. Risk Benefit Assessment: Addendumto———

Page 5 of 11
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Special 510(k)
I-Flow Variable Rate Elastomeric Pump

) 1.0 GENERAL INFORMATION
1.1  Purpose of Submission

1.1.1  This submission is intended to notify the Federal Food and Drug
Administration that I-Flow intends to make a labeling modification to our
own legally marketed device. The change affects the variable flow rate
component cleared under K020660 for the Homepump.

1.1.2  The labeling modification is due to a design change. It appears that the
variable flow rate component when attached to the Homepump device
will not be able to meet the accuracy as stated in KO20660. |-Flow
. proposes to change the labeling for the accuracy specification to
at 95% confidence interval instead of——at 95% confidence interval.

1.1.3 Please note that the Variable Rate Homepump has not been introduced
into interstate commerce for commercial distribution.

1.1.4  No changes will be made to the indications for use, sterilization,
fundamenta! scientific technology, packaging or pump.

1.1.5 Common Name: Infusion Pump
1.1.6  Classification Name: Pump, infusion
1.1.7  Product Code: MEB
_) 1.1.8 Device Classification: Class I, 880.5725
1.1.9  Medical Specialty: General Hospital
2.0 PHYSICAL SPECIFICATIONS AND DESCRIPTONS
2.1 Description of Device

The Homepump consists of an elastomeric pressure source with an integrated
administration line. This premarket notification proposes a new component, i.e.
the Variable Flow Rate component. No other change will be made to the
Homepump.

2.2 The Homepump
See Appendix B for drawings.

2.2.1  The Homepump is an elastomeric infusion pump with an integrated
administration set. Fill volumes range from 50 to 500 ml.

222 The| | function as the fluid reservoir and the
pressure source.

2.2.3  The pressure that pumps the fluid comes | |
[ | which are forced to |
filled.

_ 2.2.4  The incorporation of | |
(o | produces the desired
flow rate. The administration line may incorporate any of the following
optional components:

Page 6 of 11
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Special 510(k)
I-Flow Variable Rate Elastomeric Pump

2241 | |
‘r 2.2.5 The Variable Flow Component:

2251 This component | ywhich can—————
from a dial. The dial is labeled with each flow rale and a
— ] As a
flow rate | be felt. After the
healthcare provider has selected the flow rate, the key may
be removed and the dial cover is closed and tied off to
prevent inadvertent changes to the flow rate.

See section 3.0 for model configurations.

2.25.2 The| | As the dial is
turned, | !
which varies the flow rate. For exampile, | ]
[ | As
the dial is moved from one labeled flow rate to the next the
following occurs:

Dial Net Flow Rate
Position (ml/hr)
b -

- ]

B 1
Thus the | i — |
off. | |
and the remaining two tubings remain pinched off which

| | When dialed to | |
ml/hr tubing is pinched off and the | |
which resuits in | 1 When

| itubings are opened and the
| |which results in a total
of ———— flow rate. This continues as the dial is moved
from position to position.

2.3  Flow Control

2.3.1  The fundamental scientific technology for controlling the flow rate
remains the same as the existing (unmodified) Homepump and is
identical in technology to the variable flow component cleared under
K020660.

b 2.3.2 Each administration line consists| |
I |

Page 7 of 11
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Special 510(k)
1-Flow Variabie Rate Elastomeric Pump

2.3.3 The|
When the pump is filled and pressurized, the flow rates are

approximated by ] |

N

2.3.4  Where Qis the flow rate, p is the pressure drop | | Dis
the inside diameter | | 1 is the dynamic
viscosity of the fluid and L is the length —————— The equation
provides an approximation of the actual delivery time.

3.0 NEW MODELS
3.1 (optional) Variable Flow Rate Component

This optional component replaces the | |and allows
a combination of flow rates to be selected by the healthcare provider. The
following models will be available:

3.1.1  Model 1: combination |

3111 [ |
3.1.2 Model 2: combination of 1.0, 2.0 and 4.0 mi/hr flow control tubing yields:

3121 | |

(' 3.1.3 Model 3: combination |
3.1.3.1 I
4.0 COMPONENTS AND MATERIALS

Note: —— in materials will be made to the Homepump. All fiuid path materials
in the Homepump are in compliance with ISO 10993 prior to market distribution.

The Homepump is disposable and single use only.

5.0 OPERATIONAL SPECIFICATIONS AND DESCRIPTIONS

5.1 Standard Operating Conditions:
Residual Volume: [ ]depending on model
Operating Temperature: —for Variable Flow Rate set
Test Solution: | ]
Operating Pressure: approximately 10 psi pressure source
Accuracy: —at 95% confidence interval

5.2 Power Requirements: The Homepump is a mechanical device that utilizes the
strain energy of the | which are forced to expand when
the | | No| power source is required to operate.

5.3 Safety/Alarm Functions

o~ 5.3.1 The Homepump provides fixed flow and as such is not subject to fluid
\ runaway conditions similar to that of some electronic pumps.

5.3.2 I for any reason the patient needs to stop his or her infusions, each

administration set is supplied with a pinch clamp to stop the infusion.
Page 8 of 11
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Special 510(k)
I-Flow Variable Rate Elastomeric Pump

5.3.3 This device contains no alarms or indicators for flow other than visuali.

5.3.4 This device contains no alarms or indicators to detect air in line;
however, each set may include an| |

BIOCOMPATIBILITY SPECIFICATIONS

6.1

Biocompatibility testing is in conformance with ISO 10993 Part 1 for all fluid path
components based on intended application of the device prior to market
distribution.

CHEMICAL AND DRUG SPECIFICATIONS

7.1

7.2

Compatibility

7.1.1  There are no specific drugs referenced in the labeling for the
Homepump.

7.1.2 The Homepump is intended for general purpose drugs and pain
medication.

Drug Stability

7.2.1  There are no specific drugs referenced in the labeling for the
Homepump.

INDICATIONS FOR USE

8.1
8.2

8.3

8.4
8.5

There is no change to indications for use.

The i-Fiow Variable Rate 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 |-Flow Variable Rate 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 Homepump is disposable and single use only.

The Homepump is suitable for use as an ambulatory device and is intended for
use in the hospital, home environment or alternative care sites.

LABELS AND LABELING

9.1

9.2

The labeling wili be to the accuracy of the variable flow rate
component when attached to the Homepump. The accuracy specification will be
changed from —— at 95% confidence interval to ] at 95% confidence

intervar. —

I-Fiow Corporation believes the proposed labels and labeling, where appropriate,
meets the requirements of 21 CFR Part 801 as it relates to a determination of
intended use and adequate directions for use.

Page 9 of 11
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Special 510(k)
|-Flow Variable Rate Elastomeric Pump

L 9.3 The Homepump Directions for Use labeling:

9.3.1 Provides comprehensive directions for preparation and use for the
Homepump.

9.3.2 Describes the routes of administration as it relates to intended use.
9.3.3  Contains warning information.

9.3.4 Contains the prescription statement required under 801.109 (b)(1).

9.3.5 Includes the specifications of the Homepump. The specifications
include the priming volume, residual volume, accuracy and operating

conditions.
0.4 ldentification labels and labeling
9.4.1 |-Flow has developed product identification labeling for the Homepump.

Refer to Appendix C for examples.
9.5 Packaging labels
9.5.1 Contains the prescription statement required under 801.109 (b)(1).
10.0 STANDARDS
10.1 There are currently no standards established for elastomeric infusion devices.
11.0 PACKAGING

11.1 There is no change in the packaging. Packaging is in conformance with the
\-’ standard EN 868-1 (Packaging Materials and Systems for Medical Devices which
are to be Sterilized).

11.2 The Homepump is packaged in a sealed Tyvek pouch.
11.3 Packaging is suitable for]| |

11.4 | 1on the Tyvek pouch. The results of
| . has determined that the Tyvek pouches used to
package the disposable Homepump maintain sterility up to five years.

12.0 STERILIZATION
12.1 There is no change in the sterilization methods.
12.2 The methods of sterilization | |
12.3 Sterilization validation methodology is | |

| |
12.31

12.4 Sterilization validation methodology is|

| |
12.4.1

- 12.4.2

Page 10 of 11
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Speciai 510(k)
1-Flow Variable Rate Elastomeric Pump

12.5 The sterile product under review here will have a sterilization assurance level
o (SAL) of 10, | |Under | |
| |
12.6 The Homepump is labeled pyrogen free and is |
| |
12.6.1 I-Flow products have been validated for ———
12.6.2 Either method may be used as necessary.

13.0 COMPARISON TO THE EXISTING (UNMODIFIED) HOMEPUMP

13.1 Intended Use

13.1.1 No change in intended use. - w\.p\wk
13.2 Fundamental Scientific Technology /‘ “Q"")q a

13.2.1 No change in technology. -

exception of the variable flow component. The variable flow component

QZ The Homepump is identical to the existing Homepump with the
is identical to the one cleared under KO20660.

S

13.3 Operational Specifications

13.3.1 The operational specifications for the variable flow rate sets are the
same as the existing (unmodified) Homepump except for the

| |

o’/ 13.3.2 The variable flow rate sets are |  and the
existing (unmodified) low flow rate Homepump are | |
temperature as the| |

13.3.3 It appears that the variable flow rate component when attached to the
unmodified Homepump device| |
stated in K020660. The accuracy specification for the variable flow rate
device will be changed to— ] at 95% confidence interval and the
existing (unmodified) Homepump has a ——jat 95% confidence
interval specification.

13.3.4 No change in sterilization or packaging.

Page 11 of 11
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Models: CV100035, CV270070, CV500140

Homepump® Eclipse C-Series

Elastomeric Infusion System

with

Select-A-Flow™

Variable Rate Controller

Manufactured by:
1-Flow Corporation
Lake Forest, CA 92630
U.S.A.

European Representative:
C € MPS Medical Product Service GmbH

0123 Borngasse 20, 35619 Braunfels
Germany
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. NOTE: The Select-A-Flow controller is an integrated part of the pump. At

N this time, we don’t have a picture with the controller as part of the
Homepump tubing. This picture will of course be completed prior to
market distribution.

% DISTAL END CAP [@ﬂ FILL PORT CAP
[] FILL PORT
OUTER SHELL
/ ELASTOMERIC
MEMBRANE
R, FILTER ',‘a,/
4 ', E
) J CLAMP
@)
|
TUBING
-
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Homepump Eclipse C-Series Disposable Elastomeric Infusion System®
with Select-A-Flow™ Variable Rate Controller

DIRECTIONS FOR USE
NOMENCLATURE

0 Homepump Elastomeric Infusion Pump
® Seleci-A-Flow Variable Rate Controller
Pinch Clamp

Filter 1.2 micron, air-eliminating

Flow Rate Dial

Rate-Changing Key

O 0600

Lockable Cover

©

Fill Port

INDICATIONS FOR USE

The Select-A-Flow models incorporate a controller that allows the user to adjust the infusion rate
by turning the rate-changing key on the device. The flow rate is within a predetermined range and
is designated on each device.

The Homepump is a disposable elastomeric infusion pump that is intended for delivery of
medications for general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, intra-arterial, subcutaneous, intramuscular, epidural,
intraoperative, perineural, and percutaneous.

CAUTIONS

1. Do not use if the package has been opened or is damaged or if either protector cap is not in
place.

2. Device is initially set at maximum flow rate. Adjust as necessary.

3. If the Homepump is to be used for epidural drug administration, it should be labeled to
differentiate from other routes of administration. Do not use a Y-adapter for epidurai delivery.
When using the Homepump for epidural drug delivery, make certain only drugs
recommended for this route of administration are used.

4. Do not resterilize the Homepump. The pumps are intended for single use cnly. The fluid
pathway is sterile and nonpyrogenic. It is recommended that the pump be changed in
accordance with CDC guidelines or institutional policies.

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

FOI - Page 42 of 73
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) CONTRAINDICATION

This product is not intended for the delivery of blood, blood products, lipids or fat emulsions.
FILLING THE HOMEPUMP
CAUTION: Use Aseptic Technique

1.
2.
3.

Remove the Homepump with the attached Select-A-Flow from its package.
Remove the cap from the fill port.

The Homepump can be filled with a syringe or similar device. After all air has been removed
from the filling device, attach securely to the fill port.

Close the clamp and fill the Homepump with no more than the recommended maximum fill
volume (refer to Table 1).

Remove filling device from the fill port.
Securely replace fill port cap. Ensure that the distal end cap is tightened securely.

Label with the appropriate pharmaceutical and patient information. Labels may be wrapped
around the Sefect-A-Flow Administration Set tubing.

CAUTION: The nominal infusion volume for each Homepump is labeled on the fill port.

) PRIMING THE VARIABLE RATE ADMINISTRATION SET
Use Aseptic Technique

1.
2,
3.

Allow Homepump to warm to room temperature before using.
Verify that the clamp on the tubing is closed.

Open the plastic cover and ensure the dial on the face of the device is at the highest flow rate
setting. Make sure you feel or hear the dial “click” into place and the selecied flow rate is
aligned below the mifhr mark on the Select-A-Flow Variable Rate Controlier.

Open the clamp and remove the cap from the luer lock at the end of the set.
Medication will flow toward the end of the set.

When all air has been removed from the Select-A-Flow Administration Set and fluid is
cbserved at the end of the Iuer lock, turn the dial to the, @, off position and replace the cap on
the end of the Select-A-Flow Administration Set.

CAUTION: Make sure the dial is in the, @, off position or the clamp is closed.

STARTING THE INFUSION

1.

Connect the Homepump tubing to the patient's access site. Make sure the connection is
secure.

Select the appropriate flow rate by turning the dial on the Select-A-Flow Variable Rate
Controller until the dia! clicks into place, and the flow rate setting is afigned with the mi‘hr
mark on the face of the Select-A-Flow Variable Rate Controfler.

FOI - Page 43 of 73

5%



CAUTION: Insure proper flow rate is dialed.

WARNING: To discourage tampering, remove the rate-changing key from the dial by pulling the
key straight out. Put the key in a safe place for later use, e.g., attached to a key ring.

Close the cover over the Select-A-Flow Variable Rate Conircller. For increased tamper
resistance, the cover may be locked to the Sefect-A-Flow Variable Rate Controller using a

standard tie wrap.

Note: If desired, the cover may also be removed from the Select-A-Flow Variable Rate Controller
by fully opening the cover and then pulling straight up on the plastic feet at the bottom of the
COover.

CHANGING THE FLOW RATE DURING AN INFUSION
1. Insert the rate-changing key into the dial.

2. Turn the dial until the new flow rate is selected. Make sure you hear the dial “click” into place
and the selected flow rate is aligned below the ml/hr mark on the Select-A-Flow Variable Rate

Controller.
3. Remove the key from the dial and put in a safe place for later use.

THE END OF THE INFUSION

When the elastomeric membrane is no longer extended, infusion is complete. Disconnect and
dispose of the Homepump as instructed by your healthcare provider.

Delivery Time Information for the Homepump Infusion System with Select-A-Fiow

Table 1
Product Information

Homepump Models CV100035 | CV270070 | CV500140
Nominal Fill Volume 100 mi 270 mi 500 mi
Maximum Fill Volume 125 ml 335 ml 550 mi
Fiow Rate Range (ml/hr) 051035 1to 7 210 14
Retained Volume <6 <9 <15

e to Hes RoOo empera e
Hours from refrigerator 12 12 18

When filled to nominal volume, delivery accuracy is + 20% (at a 95% confidence interval) of the labeied
infusicn rate when delivering normal saline at 72° F (21°C) against a back pressure of 40 cm of water.

CAUTIONS
¢ Actual infusion times may vary due to the following:
- Filling the Homepump less than nominal results in faster flow rate.

- Filling the Homepump mare than nominal results in slower flow rate.

- Positioning the Homepump above (flow rate increases) or below (flow rate decreases)
the catheter site.

- Temperature will affect solution viscosity, resulting in shorter or longer delivery time. The
Homepump with Sefect-A-Flow has been calibrated using Normal Saline (NS) as the
diluent and room temperature (21°C, 72°F) as the operating environment. When using
NS and room temperature the Homepump will flow at the specified nominal rate.

- The Homepump delivery should be started within 8 hours of filling. Storage of a filled
Homepump unit for more than 8 hours prior to starting infusion may result in a 10%
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ionger delivery time.

If the Homepump unit needs to be stored in the refrigerator for any reason, allow the unit
to warm to room temperature before using. Refer to Table 1: Delivery Time Information,
for the required information to meet room temperature.

Note: Delivery time can increase significantly as a result of extended storage time.

The Homepump nominal flow rates are based on the use of normal saline as the diluent.
Addition of any drug or use of ancther diluent may change viscosity and result in
increased or decreased flow rate. Use of 5% dextrose will result in 10% longer delivery
time.

When administering through a central or peripheral catheter, follow instructions provided
by the catheter manufacturer. Peripherally inserted central catheter (PICC) lines smaller
than 20 gauge x 56 mm (or other restrictive devices) will decrease flow rate.

Avoid getting detergents (like soap) on the filter, which may cause leakage from the: air-
eliminating vent.

Roll tubing between fingers to promote flow if clamped for extended time.

e Do not freeze the Homepump with Select-A-Flow. Testing under these temperature
conditions has not been conducted.

e This product uses DEHP-plasticized PVC. Certain solutions may be incompatible with the
PVC material used in the Select-A-Flow Administration Set. Consult the drug package insert
and other available sources of information for a more thorough understanding of possible
incompatibility problems.

THE SELECT-A-FLOW ADMINISTRATION SET

) Flow Rates: Three different color-coded Select-A-Flow Administration Sets are available with the
following flow rate range:

* White - 2, 4, 6, 8, 10, 12, 14 mlthr
-Green-1,2,3,4,5,6, 7 mi/hr
-Blue -0.5, 1, 1.5, 2, 2.5, 3, 3.5 ml/hr

Delivery Accuracy: + 20% at a 95% confidence interval.

Residual Volume: 6 — 15 ml depending on model.
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Outside the USA or for I-Flow Corporation:

949.206.2700

or:
www.i-flowcorp.com

® Homepump is a registered trademark of I-Flow Corporation registered with the U.S. Patent and
Trademark Office.

™ Select-A-Flow is a trademark of I-Flow Corporation registered with the U.S. Patent and Trademark Office.
U.S. and Foreign Patents pending.
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(-FLOW ) Rer HO05-035

(1) Homepump® Select-A-Flow"
Variable Rate Controller
300 ml Vol, 0.5 mi/hr - 3.5 ml/hr

CAUTION: Device is initially set at maximum flow rate. Adjust as necessary.

/A ® [STERILE[ R] & LOT

SEE DIRECTIONS FOR USE. SINGLE USE ONLY,
CAUTION: FEDERAL LAW (U.5.A) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Manufactured by. European Representative;

I-Flow Corporation c€ MPS Medical Product Service GmbH
Lake Forest, CA 82630 U.5.A. 0123 Bomngasse 20, 35619 Braunfels, Germany
www_i-flowcorp.com

Assembled in Mexico U.S. and Foreigh Patents Pending.

N
—~
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?G‘FLOWDQ REF H010-070

(1) Homepump® Select-A-Flow™
Variable Rate Controller
300 ml Vol, 1.0 mi/hr = 7.0 mi/hr

CAUTION: Device is initially set at maxirmum fiow rate. Adjust as necessary.

A ® [ETERILE[R] 3 LOT

SEE DIRECTIONS FOR USE. SINGLE USE ONLY,
CALTION: FEDERAL LAW (U.S.AYRESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN,

Manufactured by. European Representative:

|-Flow Corporation C€ MPS Medical Product Service GmbH
Lake Forest, CA 92630 L1L.S.A, 0123 Bomgasse 20, 35619 Braurfels, Germany
www i-flowcorp.com

Assembiled in Mexico U5 and Foreign Patents Pending.
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( "FLOFD@ REF H020-140

(1) Homepump® Select-A-Flow™
Variable Rate Controller
300 ml Vol, 2.0 ml/hr — 14.0 mi/hr

CAUTION: Device is initially set at maximum flow rate. Adjust as necessary.

/AN @ [EIERLE[R] & LOT

SEE DIRECTIONS FOR USE. SINGLE USE ONLY.
CAUTION: FEDERAL LAW (U.S.A)YRESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN,

J Manutactured by European Representative:
I-Flow Corporation C€ MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. 0123 Borngasse 20, 3561% Braunfels, Germany
Assembied in Mexico U S. snd Foreign Patents Pending.
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FDA > CDRH > Product Classification Database Search Page 1 of'1

' U5, Food and Drug Administration
I coveer for Devices and Radiological Realth CDRH Home | Search | A-Z Index | Feedback
\ ; 510 | Registration | Listing | Adverse | PMA | Classification | CLIA
&) Events
CFR i Adviéory | Assembler | NHRIC | Guidance | Standards

Prototype - for testing only Title21  Committees

New Search Back To Search Results

Product Classification Database

Device PUMP, INFUSION, ELASTOMERIC
Medical Specialty General Hospital

Product Code MEB

Device Class 2

510(k) Exempt? No
Regulation Number 880.5725

Third Party Review Eligible for Mutual Recognition Agreement
Program
Eligible for Accredited Persons Program
Accredited Persons and Third Party Program
u Information
Mutual Recognition Agreement Program
Information

Accredited Persons

« BRITISH STANDARDS INSTITUTION
CALIFORNIA DEPARTMENT OF HEALTH SERVICES
CENTER FOR MEASUREMENT STANDARDS OF
INDUSTRIAL

CITECH

ENTELA, INC.

INTERTEK TESTING SERVICES

N.V. KEMA

TUV AMERICA, INC.

TUV RHEINLAND OF NORTH AMERICA, INC.
UNDERWRITERS LABORATORIES, INC.

Database Updated 11/5/2002

CDRH Home | Search | A-Z Index | Feedback | Accessibility | Disclaimer

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?1D=4096 11/6/2002 é’
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FDA > CDRH > 510(k) Database Search

U5, Food and Drug Administeation

Pl
Fl

Page 1 of' 1

CDRH Home | Search | A-Z Index | Feedback

IH}R'H Center for Devtces and Radiological Health

o/

by i (0

Prototype -

ok

| Registration | Listing | Adverse

| PMA | Classification | CLIA

510
&)
Lot ip CFR | Advisory
or testing only Title21 ~ Committees
New Search

Events
| Assembler | NHRIC | Guidance | Standards

Back To Search Results

510(k) Premarket Notification Database

Device Classification Name

Regulation Number
510(k) Number

Device Name

Applicant

Contact

Product Code
Date Received
Decision Date

Decision

Classification Advisory
Committee

Review Advisory Committee

Statement/Summary/Purged
Status

SUMMARY/Approval Letter
Type

Reviewed by Third Party
Expedited Review

PUMP, INFUSION,
ELASTOMERIC

880.5725
K020660

HOMEPUMP, ECLIPSE, C-
SERIES, PAINBUSTER, C-
BLOC,

I-FLOW CORP.
20202 WINDROW DR.
LAKE FOREST, CA 92630

SHANE NOEHRE

MEB

03/01/2002

03/20/2002

SUBSTANTIALLY EQUIVALENT
(SE)

General Hospital

General Hospital

Summary only

SUMMARY
Special

No

No

Database Updated 11/5/2002

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=7379
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gﬁ'é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
' C
e Food and Drug Administration
) 9200 Corporate Boulevard
: Rockville MD 20850
MAR 2 02002 .
Ms. Shane Noehre
Manager, Regulation Affairs
I-Flow Corporation
20202 Windrow Drive
Lake Forest, California 92630
Re: K020660
Trade/Device Name: I-Flow Variable Rate Elastomeric Pump
Regulation Number: 880.5725
Regulation Name: Infusion Pump and Administration Sets
Regulatory Class: II
Product Code: MEB
Dated: February 26, 2002
Received: March 1, 2002
q
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 provisicns 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 II1
(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.
(‘ Please be advised that FDA’s issuance of a substantial equivalence determination does not
1}

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.
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Page 2 — Mr. Shane

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
and additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the

- Office of Compliance at (301) 594-4618. Additionally, for questions on the promotion and

advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket

notification” (21CFR Part 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers, International and
Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its
Internet address '

Sincerely yours,

S Jomgor

arimothy A. Ulatowski
Director
Division of Dental, Infection Control
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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20202 Windrow Drive
I ‘FLO Lake Forest, CA 92620
Tel: 800.448.3569 or 949.206.2700
®  Fax: 949.206.2600
— I-Flow Corporation  www.i-flowcorp.com

Ver/ 3 - 4/24/96

Applicant: I-Flow Corporation

510(k) Number (if known): K020660

Device Name: I-Flow Variable Rate Elastomeric Pump

Indications For Use:

1. The |-Flow Variable Rate 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 Variable Rate 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 ciose proximity to nerves for preoperative, perioperative and postoperative
regional anesthesia and pain management. Routes of administration may be
intraoperative, perineural or percutaneous.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
(Per 21 CFR 801.109)

/ (Optional Format 1-2-96)
(Division Sign-Off)

Division of Dental, Infection Control
( enc General Hospital evices |

E10k) Number E Ry O

Page 4 of 12
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3 Appendix E
Summary of Safety and Effectiveness
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Dec-18-02 13:23 From=|=-FLOW CORPORATION +849-206-26010 T-132  P.03/03  F-481

I-Fiow Varlable Rate Elastomeric Pump

SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

December 18, 2002

Submitter:

Contact:

Trade Name:

Commen Name:

Classification Name:

Existing Device:

Device Description:

Technoglogy
Comparison:

I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA 92630

Shane Noehre

Director, Regulatory Affairs

{-Flow Corporation

|-Flow Variable Rate Elastomeric Pump

Infusion Pump and Administration Set

Pump, Infusion

i-Flow Elastomeric Pump (K020680)

The I-Flow Variable Rate Elastormneric Pump consists of an elasiomeric
pressure source with an integrated administration line. This special

510(k) proposes a labeling change to the existing device submitted
under KO20660 for the variable flow rate component.

The Variable Flow Rate Component is identical in design to the one
recently cleared under KO20660.

Conclusion: The |-Flow Variable Rate Elastomeric Pump was cleared under KO20660 on March

20, 2002. It was found to be substantially equivalent to the existing |-Flow Elastomeric Pump and
the variable flow rate component cleared under K020251.
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DH)AR.I.MHNTOI: JEEALTH & THUMAN SERVICES Public Health Service
. : _ . FFood and Drug Administration

AR SR L. " Memorandum
From: - Reviewer(s) - Name(s)_ ?y@& JDMMM - o
Subject:  S10(k)Number /502 327 Ea
: To: - The Record It is my recommendatton that the subj ect.5 IO(k) Notlﬁcatlon
1
| DRefused to accept. | ‘
: _.E}ﬁ;res additional information (other than refuse to accept)
M s substantiaily equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
De Novo Classification Candidate? ' CIvEs O ~no
Ul Other (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? ' L1YEs Glo
I's this device subject to the Tracking Regulation? vEs [F-to
Was clinical data necessary to support the review of this 510(k)? Llves Lo
Is this a prescription device? Eiés O ~o
Was this 510(k) reviewed by a Third Party? LIYEs [Q/NQ
Special 510(k)? 5Es [ ~o
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers L1YEs B/NO

This 510(k) contains:
Truthful and Accurate Statement Dchucsted E(Enclosed

w for originals received 3-14-95 and after)
A 510(k) summary OR LA 510(k) statement
[ The required certification and summary for class I1I devices

[ The indication for use form (required for originals received 1-1-96 and after)
Animal Tissue Source Oves Oro

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs): :
[ ~o Confidentiality [ Confidentiality for 90 days U Continued Confidentiality exceeding 90 day

Predlm[e Product Code with class: Additional Product Code(s) with panel (optlonal)

I;L//—\ MEDN T80T

( (été?// l//?’ 41’(4»:/ LKE/&%’/ (B AL /,?/ | o2

Tieh) (Bra e C j?U N (Date
Final Review: M/ /Q/D//hﬂ
7

{(Dhvision Director) (Dal )

Revised:8/17//99

FOI - Page 58 of 73



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

To: THEFILE RE: DOCUMENT NUMBER K 023883

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own
Class ll, Class Hll or Class | devices requiring 510(k}. The following items are present and acceptable
{deletefadd items as necessary):

1. The name and 510(k) number of the SUBMITTER'S previously cleared device. (For a
preamendments device, a statement to this effect has been provided.)

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in
its labeling HAS NOT CHANGED along with the proposed labeling which inciudes instructions for
use, package labeling, and, if available, advertisements or promotional materials.

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.

modification requires a|
to plus/minus

4. Comparison Information (simifarities and differences) to applicant’s legally marketed predicate
device including. labeling, intended use, physical characteristics, and the modified set is calibrated
atl |

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess 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 verification and/or validation activities
required, including methods or tests used and acceptance criteria to be applied
¢} A 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 individuai(s) and the
results demonstrated that the predetermined acceptance criteria were met, and
iy 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.

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for
Use Enclosure {and Class Il Summary for Class Wl devices).

The labeling for this modified subject device has been reviewed to verify that the indication/intended use
for the device is unaffected by the modification. In addition, the submitter's description of the particular
modification{s) and the comparative information between the modified and unmodified devizes
demonstrate that the fundamental scientific technology has not changed. The submitter has provided the
design control information as specified in The New 510(k} Paradigm and on this basis, | recommend the
device be determined substantially equivalent to the previously cleared (or their preamendment) device.

(Reviewer's Signature) (Date)

Comments

revised. 3/27/08

U™
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Subject:

Memo to the record

[-Flow Variable Rate Elastomeric Pump (K023883) by I-Flow
Corporation

We called Mr. Shane Noehre and Requested to add a caution from K023098.

The company sent a reply by FAX as attachment 1.

We called him again to modify the proposed caution and the company agreed
with it as attachment 2. We also clarified the trade name.

The summary of safety and effectiveness has been changed.

/53
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Dec-17-02 11:43 From-{-FLOW CORPORAT |ON +849-206-2600 T-100 P DI/07  F-4D3

rttidrmennl |

20202 Windrow Drive The documents accompanying this facsimils transmixnjon contalnt Informaticn

Lake Forest, CA 9283D which may be {::ally privilq-: and :nnll:d.nllu]. Tha Inl‘nnna.d ntlnl\ liil{ntl:;'lﬂ’od only
® for tha uke of the recalpt ramed below. |f you have racelv ja facsimile in srrof,

Phane (949) 206-2700 plaase immadiacely #uury us by telephonn 1o acrange for retumn of the erdglnal

-FLOW {800) 4458-3569 dnd.ll"r.llantu ™ us, ANy dlulw']“(wnqgi nlrlslflbl.llﬂq: or ‘;Iﬂ;g mg‘ r:ca-ﬂun in
lanca on the cohtanm of this faxed INformation {6 strody
c RPQRAT'ON Fax (949) 208-2600

Yo | From: Shane Noehre
-

_lprgmpany: FDA Pages: 2

f:ax: —— Rate: 12/17/2002
Phone: ccC;

Subject K023883

D Urgent For Review El Please Comment D Please Roply [:I Please Recycle

]
# Comnments:

Please see aftached letter.

Shane Noehre

Director, Regulatory Affairs

1-Flow Corporation

Tel: (949) 206-2653, Fax: (949) 206-2600
'E-matit: shane.noehre@i-flowcorp.com
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Pac-17-02 11:43 From-1~FLOW CORPORATION +848-208-2600 T-100 P .02/0% F-403

—— 20202 Windrow Drive
' .FLD Lake Forcst, CA 92630
Tel: 800.4483569 or 949.2062700
® Fax: 949.206.2600

I-Floy Corporation www.l-flowsurp.com

Re: K023883

Dear|

This lettpr is in regards to our phone conversation on December 17, 2002, As requested, below is the proposed
caution statement for K023883 and the reason for changing the accuracy of K023883.

[FDA proposed statement]

CAUTION: Please be aware that the actual flow rate at which the medication is delivered and total amount
of medication the patient receives | 1depending on reservoir size and chosen flow
rate. Please take this variance of medication delivery mto consideration in determining both the flow rate
and] duration of delivery of medication in order to reduce the probability of an adverse event.

[I-Flow proposed statement]

CAUTION: The selected flow rate | | Please take this variance into
consideration when determining medication delivery to reduce potential adverse events.

We tried to make the statement concise yet carry your original intent. We reduced prepositional phrases whenever
possiblee.  We eliminated redundant and/or synonymous words/phrases. For example, “Please be aware™ is
synonymous with [CAUTION]. Also we simplified the confusing verbiage on medication delivery as any healthcare
professipnal using an infusion pump understands that pump volume and flow rate dictate the delivery time as this is
fundamental to their practice of medicine. 1 was confused by reading the first statement and truly believe the second
stalement is easy to read, meaningful and true to the original intent.

KO023883 was submitted to change the| 1 We originally betieved in the design
and devplopment process that that we could achieve £15% accuracy; however, it now looks like it will more closely
be —— Thus, I-Flow submifted a second 510(k) o state the new accuracy specification. If we can achieve the
:s?cciﬁcation at a future dave, then I-Flow will revert to the original 510(k) (K020660) for marker clearance.

Please let me know if you have any questions.

Sincerely,

oo ek o
Shane Noehre
Directoy, Regulatory Affairs
I-Flow Corporation
Tel: 949.206.2653
Fax: 94p.206.2600
E-mail:| shane.nochre@i-flowcorp.com
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Dac-18-02 13:22 From=|~FLOW CORPORAT[ON

20202 Windrow Drive
( |‘FLOW , Lake Forest, CA 92630
S— ® Phone {9849) 208-2700
I.FLOW . (BD0) 448-3569

CORPORATION Fax  (249) 208-2600

g

Mr. Harry Sauberman

+849-208~-2500 T-132  P.01/03  F-491
attachment 3

The dacuments accompanylng this facsimite tranamisslon contalna information
which imay be legally prlvilegod and confideryial, The Infommailon is intanded only
for the use of the recaipy named Delow, i you have retelved this facalmile in ofror,

please [Mmediatoly notity us by telophens to armapge for ratard of the original
documants to us, Aay disclasure, copylng, distribustan or taking of any actien In
rellance on tha contonts of this faxed Information ks strictly prohibigad.

From: Shane Noehre

Company: FDA

Pages: 3

Fax: 301.480,3002

Date: 12/18/2002

Phone: 301.443.887%

cC:

Subject: K023883

D Urgent @ For Review [:I Please Comment D Please Reply [:l Please Recycle

® Comments;

Please see attached letter.

Shane Noehre

Director, Regulatory Affairs

I-Flow Gorparation

Tel: (949) 206-2653, Fax: {949) 206-2600
E-mail; shane.noehre@i-flowcorp.com
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Dec-18-02 13:23 From~|~FLOW CORPQRATION +848-206-2800 T-132  F.02/03  F-491

My 20202 Windrow Drive
I.FLO Lake Forest, Ca 92630
® Tel: BH.448.3569 or 949.206.2700
s Fua: 949.204.2600
I-Flow Corpor ation www.i-flowcorp.com

Re: KO23883
Dear Mr. Sauberman:

This letier iIs in regards to our phone conversation on December 18, 2002. Az requested, below is the caution
statemnent for K023883 that will added to our labeling and that we agreed to implement.

CAUTION: The amount of medication over the therapeutic period and delivery time can vary by as much
as 20% due 1o the flow rate variation. Please take this variance into consideration when determining
medjcarion delivery to reduce potential adverse effects,

Also, the name of the device is “I-Flow Variable Rate Elastomeric Pump”. I've enclosed 2 new Summary of Safery
and Effectiveness page to correct the name on the header.

Sincerely,

e Yok

Shane Ngehre

Director, Regulatory Affairs

[-Flow Cqrporation

Tel: 949.206.2653

Fax: 949.206.2600

E-mail; shane.nochre@i-flowcorp.com
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veL=i6TuEe  19iEa From=)=rLu¥ CURFURAL IUN +H44~-¢UB=¢bUU 1-13¢ F.83/03  F-481]

I-Fiow Varlable Rate Elastomaric F‘umh

SPECIAL 510(K) - SUMMARY OF SAFETY AND EFFECTIVENESS

December 18, 2002

Submifter:

Contact:

Trade Name:

Commen Name:

Classification Name:

Existing Device:

Device Description:

Technglogy
Comparison:

I-Flow Corporation
20202 Windrow Drive
Lake Forest, CA 92630

Shane Noehre

Director, Regulatory Affairs

i-Flow Corparation

I-Flow Variable Rate Elastomeric Pump

Infusion Pump and Administration Set

Pump, Infusion

|-Flow Elastomeric Pump (K020660)

The |-Flow Variable Rate Etastomeric Pump consists of an elastomeric
pressure source with an integrated administration line. This special

510(k) proposes a labeling change to the existing device submitted
under KO20660 for the variable flow rate component.

The Variable Flow Rate Component is identical in design to the one
recently cleared under K020660.

Conclusion: The |-Flow Variable Rate Elastomeric Pump was cleared under K020660 on March

20, 2002. It was found to be substantially equivalent to the existing |-Flow Elastomeric Pump and
the variable flow rate component cleared under K020251.
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" 510(k) “SUBSTANTIAL EQUIVALENCE™
" DECISION-MAKING PROCESS

New Dewice is Compared to _ ' ) . o
Marketed Device : - - L ’ - -
ORI S

Descriptive Information Docs New Device Have Same  NO  "Do the Differences Alter the Intended Mot Substantially
_ about New or Marketed Indication Statement?—_* Therapeutic/Diagnoasticlete. Effect YES  Equivaleni Determination
Device Requested as Needed S . ) (in Deciding, May Consider [mpacton | ™ : e
. ‘ ’ l YES Safcty and Effectiveness)? : ; ’ .

New Device Has Same Intended
Use and May be “Substantially Equivalent” ‘ >
‘ : . New Device Has Q

®' _ ' @  New Iatended Use

Does New Device Have Same-

Technological Characteristics, NO Could the New
c.g. Design, Materials, etc? —» Characteristics Do the New Characteristics
YES Affect Safety or ~—-—~¥ Raise New Types of Safety YIS »O
@ l Effectiveness? or Effectiveness Questioas?
S : : A
NO Are the Descriptive NG
Characteristics Precise Enough NO
to Ensure Equivalence? @
NO
Are Performance Data Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for |
Assessing Effects of NO
the New Characteristics?
YES
Y .
Performance Are Performance Data Available  NO
Data Required Tao Assess Effects of New
Characteristics?***
YES
COREN QD
Y
»  Performance Data Demonstrate _ Performance Data Demonstrate
Equivalence? ——— (O (@) O oo~ Equivalence?  4———
YES YES NG
NO
“Substantially Equivalent”

To @ Determination To

<« 510(k} Submissions compare new devices o marketed devices. FDA requests additional information if the relationship between

marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices ts unclear,
Rty This decision s normally based on descriptive information alone, but limited testing information is somctinmes required.
P [Data maybe in the 510(), other 510¢k)s, the Center’s classification files, or the litcrature
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" SCREENING CHECKLIST

: FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

SIO(k) Number KO 7/ 17 Y (6 }

_ The cover r letver cIearIy 1dent1ﬁes the type of 5 10(1{) submlssmn as (Che ck the

approprlate box): -
N Speqal 510(k) . - DoSections 1and 2
o - Abbfé\riafed 510(k) - : Do Se&ions 1',.3'and_ 4 "

[ Traditional SIOI(k) or 1o identification provided"

Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

-

Premarket Notification [510)] Manual.

Present or | Missing or
Adequate | Inadequate
Cover letter, containing the elements listed on page 3-2 of the 4 ]

Eable of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class [, Class 11, Class IIT or Undlassified).

NENN

’_Proposed Labeling including the material listed on page 3-4 of the

Premarket Notification [510)] Manual.

r

Statement of Indications for Use that is on a separate page in the
premarket submisston.

NN

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate in areas that are isted on page
3-4 of the Premarket Notification [510)] Manual.

AN

510(k) Summary or 510{k) Statement.

P

Description of the device {or modification of the dewce) including
diagrams, engineering drawings, photographs or service manuals.

N

Identification of legally marketed £red1cate device. *

Compliance with performance standards. * {See Section 514 of
the Act and 21 CFR 807.87 (d).]

Class I11 Certification and Summary. *¥

Financial Certification or Disclosure Statement for 510(k)
notifications with a chmcal study “[See 21 CFR 807.87 (1]

510(k) Kit Certification **

- May not be applicable {or Special 510(k)s.
- Required for Class I1I devices, only.

- See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

Convenience Kits Interim Regulatory Guidance.
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Scction 2.

Required lements fora SPLCIAL 1K) submission:

sponsor’s predicate device:

Present I:::idcquatéi,
AR S i : SR - | ot Missing
0 mamc and 510{k) numbex of the subrmtter s owil, unmochﬁed ,/'/' T
predicate device: L : c :
A description of the modified-device and a compansou to the y -

| A statement that the intended use(s) and mdxcauons of the '
| modified device, as descnbed in its labeling are the same as the’

. mtended uses and mchcatlons for the subxmttex s unmodlﬁed

predicate device.

Reviewer’s conﬁrmatﬁ‘n that the modiﬁcatlon has not altcted the
fundamental scientific techﬂology of the submitter’s predicate
device. :

A Design Contro] Activities Summary that includes the following

clements (a-c):

a. Identification of Risk Analysis method(s) used to assess the
unpact of the modification on the device and its compoupents, and
the results of the analysis.

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

¢. 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.

A statement that the manufacturing facility is tn 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 activites.

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present

Inadequate
or Missing

For a submission, which rehes on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If 2 manufaceurer
clects 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 conformiry [For a listing of the required clements
ofa de'nation ofconformi[y SEE chuircd Elements for a




5 pu\u,d with the jluk L) Boiers an the 1] dJ] .

© ) Iror a submlssmn which relies on a rccognmcd standard without a a

" | declaration of coriformity, a statement that the mandifacturer

FOI - Page 69 of 73

‘intends to conform to a recognized standard and that supporting -

- | data will be available before marketing the device,

For a submission, which relies on a non~reoogmzcd standard that
has been historically accepted by FDA, -a statemesit that the -
manufacturer intenids to conform'to a recogmzed standard and

| thar supporting data will be available before marketing the device. |

For a submission; which relies on a'non-recognized standard that -
has not been historically accepted by FDA, a statément that the
manufacturer intends to conform to a recogmzed standard and

1 that supportmg ‘data will be available before marketing the device .

and any additional infermation requested by the reviewer in order
to determine substantial equivalence.

Any additional information, which 15 not covered by the guldance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial

equivalence. -

- When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form (located on the H dnve) and list all the guidance

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present

Inadequate
or Missing

a) Biocompatibility data for all panent-contacting matertals, OR
certification of identical material/formulation:

b} Sterilization and expiration dating mformation:

1} stealization process
QCess

i;i ggg};igiinp
v] _specify pyrogen free

Vﬂ ETO residues

_y_g)_x:admlon dose

are Documentation:

c} So

ltems with checks in the “Present or Adequate” column do not require ¢ additional
information from the sponsor. Items with checks in the “ Missing or Inadequate”
coliemn must be submitfed before substantive review of the document.

Passed Screcning Y No
Reviewer: ZA{""‘O @M

Concurrence by Review Branch: MOV -5 1 ,
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- The deficiencies ideritified above represent the issues that we believe riced 1o be resolved.

before our réview of your 510(k) submission can be successfully completed. It developing
the Federal Food; Drug, and Cosmetic Act for determuriing substantial equivalence of your

chie deficiencies. We believe that we have considered the least burdensome approach to -

- the deficiendies, we carefully considered the statutoty criteria as'defined in Section 513(g) of

 device. - We also considered the burden thiat may be incurred in your attempt to respond t6

resolving these issues. If, however, you believe that information is being requested thatis |

‘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:
htps/ /wwrw.fdagov/cdrh/modact/leastburdensome. html

16



PLEVISE’D:3/14'/95_
'THE SIO(K) DOCUMENTATION FORMS ARE AVATLABLE ON THE LAN UNDER,$10(K)

BOILERPLATES TITLED “DOCUHENTATION" AND MUST.BE FILLED OUT WITH
EVERY FINAL DECISION (SE, HSE, NOT A DEVICE ETC )4

I ' . “SUBSTANTIAL EQUIVALENCE® (SE) DECISION MAKING. DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

Product To Which Compared (510(K) Number If Known}:

YES NO
] Ve
1. Is Product A Device If NO = Stop
Lg. Is Device Subject To 510(k)? - If NO = Stop
3. same Indication Statement? 7 If YES = Go To §
4. Do Differences Alter The Effect Or If YES = Stop KE
Raise New Issueg of Safety Or
Effectiveness?
5. Same Technolegical Characteristice? - If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness? :
7. Descriptive Characteristics Precise If KO = Go To 10
Enough? - If YES = Stop SE
8. New Types 0Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop-NE
10. Performance Data Available? If NO = Request
‘ Data
11. Data Demonstrate Equivalence? Final Decisgion:
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:.
T2, Device.Descrlptlon- Provide a etatement of how the device ‘is eithér o )
" pimjlar to and/or different from other marketed devxcea, plus data (if
necesgary) to support the atatement. Is the device. 1Lfe-support1ng or
EPE life austalnlng? Is the device implanted {(short~term or long-term)? Does
] the device’ design uee goftware? Is. the device sterile?. Ie the device for
single uge? Is the device over—the- counter .or ‘prescription use? . Does the
device contain drug or bioleogical product as a component? Ie this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TCQ “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 devxve 8
indication:

4, Explain why there is or is not a new effect or safety or eifectiveness
issue:

5. Degcribe the new technological characteristics:

6. Explain how new characteristice 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 questicons raised or why the
questions are not new:

S. 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

(8
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Ihtéfn_al_ A'dminist.r'ati‘\i/é Form

~'[TYEs

Nt

N o

- Did the firm request expedited review?
Did we grant expedited review?

»

Have you verified that the Document is [abeled Class Hl for GMP
purposes?
if, not, has POS been notified?

{s the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CORH?

QN O OIS

8.

Are you aware that this device has been the subject of a prevnous NSE

decision?
if yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10. Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, 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 0N0332,
September 10, 1991,
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