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SUMMARY OF SAFETY AND EFFECTIVENESS

Trade Name: Homepump C-Series and Homepump C-Series One-Step KVO

Common Name: Elastomeric Infusion Pump

Classification Name: Pump, Infusion, Elastomeric

All questions and/or comments concerning this document should be made to:

Robert J. Bard, Esq., R.A.C.
Vice President of Regulatory and Legal Affairs

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

Telephone: 949.206.2700
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Premarket Notification - 510(k)
Homepump C-Series

Summary of Safety and Effectiveness
Page 2 of 4

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 Corporation is adding two new optional components to the
Homepump C-Series (K944692).

1.1.1.1 Regulator (optional)

1.1.1.1.1 The optional regulator controls the decreasing
pressure (14 to 9 psi) of the Homepump,
C-Series to a fixed 6.0 psi.

1.1.1.2 Flow Indicator (optional)

An optional flow indicator component
incorporates a flow status column indicator with
the glass orifice flow restrictor.

Note: The PainBuster Infusion Kit (K980558 and K982946), the On-Q
Infusion Kit (K980558 and K982946) and the Nerve Block Infusion Kit
(K984502) use the Homepump C-Series infusion pumps in their kits.
Neither the regulator nor the flow indicator components change the
intended use of the Homepump, C-Series when used in the PainBuster,
On-Q or Nerve Block Infusion Kits.

1.2 Statement of Equivalence

1.2.1 The Homepump C-Series is substantially equivalent to the existing I-Flow
Homepump C-Series (K944692) and the 3M IV Flow Regulator (K896907).

2.0 PHYSICAL SPECIFICATIONS AND DESCRIPTONS

2.1 Description of Device

2.1.1 The Homepump C-Series is an elastomeric infusion pump with an integrated
administration set.

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

2.1.3 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.

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

2.2 Product Configuration

2.2.1 Homepump C-Series models are available in fill volumes from 50 to 500
ml and flow rates from 0.5 to 10 ml/hr. The One-Step KVO models of the
Homepump, C-Series have an optional Y-site and optional check valve
attached to the distal end of the administration set.

2.2.2 The following accessories are available: carry case, E-clip and power
ring.

2.3 Components and Materials

All fluid path materials are in compliance with ISO 10993 Part 1.
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2.4 Power Requirements

2.4.1 The Homepump C-Series is a mechanical device that utilizes elastomeric
membranes for power. No additional external power is required.

3.0 OPERATIONAL SPECIFICATIONS AND DESCRIPTIONS

3.1 Standard Operating Conditions:
Priming/Residual Volume:

Operating Temperature
Test Solution:
Pressure Source:
Head Height:
Flow Rate Accuracy:

<= 10 ml for 500 ml volume pump
<= 9 ml for 270 ml volume pump
<= 4 ml for 125 ml volume pump
<= 3 ml for 65 ml volume pump
310C skin temperature (880F)
0.9% NaCl
6.0 psi
011

±1 0% at 95% confidence interval

3.2 Flow Rate and Pressure Performance Data: Testing occurred at standard

operating conditions. All models produced an average flow rate and pressure
within the ±10% accuracy claim.

3.3 Safety/Alarm Functions

3.3.1 The Homepump C-Series provides a fixed flow and as such is not subject
to fluid runaway conditions similar to that of some electronic pumps.

3.3.2 This device contains no alarms for flow; however, each set may include
an optional flow indicator component that indicates the flow status of the
device.

3.3.3 This device contains no alarms or indicators to detect air in line or an
occlusion; however, each set may include an optional, integrated

air-eliminating filter.

4.0

5.0

BIOLOGICAL SPECIFICATIONS

4.1 Biological testing is in conformance with ISO 10993 Part 1 for all fluid path
components.

CHEMICAL AND DRUG SPECIFICATIONS

5.1 Compatibility
5.1.1 There are no specific drugs referenced in the labeling for the Homepump

C-Series.

6.0 INTENDED USE

6.1 The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

6.2 The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open
(i.e. keep vein open). The Y adapter at the distal end of the administration set
allows piggyback infusions. The routes of administration include intravenous,
subcutaneous and intramuscular.
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6.3 The Homepump C-Series is single patient use only.

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

6.5 No testing has been conducted to determine the efficacy of Homepump C-Series
for the delivery of blood, blood products, lipids or fat emulsions. The Homepump
C-Series is not intended for the delivery of blood, blood products, lipids or fat
emulsions.

7.0 STANDARDS

7.1 There are currently no performance standards established for elastomeric infusion
pumps.

8.0 PACKAGING
8.1 Packaging is suitable for radiation or ETO sterilization.

9.0 STERILIZATION

9.1 The methods of sterilization are gamma radiation (cobalt 60) or ETO gas.

10.0 COMPARISON TO LEGALLY MARKETED DEVICES

10.1 The Homepump C-Series has the same intended use and routes of administration
as the originally submitted Homepump C-Series. The optional regulator of the
Homepump C-Series is similar to the 3M IV Flow Regulator.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

J U N 2 1 1999

Mr. Robert J. Bard, Esq., R.A.C.
Vice President of Regulatory

and Legal Affairs
I-Flow@ Corporation
20202 Windrow Drive
Lake Forest, California 92630

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Re: K991513
Trade Name: Homepump C-Series and Homepump C-Series

One-Step KVO

Regulatory Class: II
Product Code: FPA
Dated: April 29, 1999
Received: April 30, 1999

Dear Mr. Bard:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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 (Premarket Approval), 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 895. A

substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will

verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA

may publish further announcements concerning your device in
the Federal Register.
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Page 2 - Mr. Bard

Please note: this response to your premarket notification
submission does not affect any obligation you might have under
sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to begin marketing your device as
described in your 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 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. 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" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address llhttp://www.fda.gov/cdrh/dsmamain.html".

Since ly y S,

Tj /ý PkýTim N711a o w i
Direcgor
Division of Dental, Infection Control,

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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(800) 448-3569 (949) 206-2700

Fax (949) 206-2600

510(k) Number (if known):

Device Name: Homepump C-Series

Indications for Use:

/f ̀ ffl.57 3

1. The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

2. The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open (i.e.
keep vein open). The Y-site at the distal end of the administration set allows piggy
back infusions. The routes of administration include intravenous, subcutaneous and
intramuscular.

_?ý_ A" - , , -_
(Division SIqn45M
Division of tknuM, hjjM*M Controtand Geneml

"01111ft-5 1 0(k) Number 57Z 5

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

Page iii
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DEPARTMENT OF HEALTH& HUMAN SERVICES

JUN 2 1 Mg

Mr. Robert J. Bard, Esq., R.A.C.
Vice President of Regulatory

and Legal Affairs
I-Flow@ Corporation

20202 Windrow Drive
Lake Forest, California 92630

Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Re: K991513
Trade Name: Homepump C-Series and Homepump C-Series

One-Step KVO

Regulatory Class: II
Product Code: FPA
Dated: April 29, 1999
Received: April 30, 1999

Dear Mr. Bard:

We have reviewed your Section 510(k) notification of intent tc
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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 (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Recrulations, Title 21, Parts 800 to 895. A

substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will

verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA

may publish further announcements concerning your device in
the Federal Recrister.

k
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Page 2 - Mr. Bard

Please note: this response to your premarket notification
submission does not affect any obligation you might have under
sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to begin marketing your device as
described in your 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 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. 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" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address llhttp://www.fda.gov/cdrh/dsmamain.html".

e ýly y S,Sinc

Tim abwski
D i r e 4co 3r
Division of Dental, Infection Control,

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

q
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510(k) Number (if known):
Device Name: Homepump C-Series
Indications for Use:

1. The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

2. The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open (i.e.
keep vein open). The Y-site at the distal end of the administration set allows piggy
back infusions. The routes of administration include intravenous, subcutaneous and
intramuscular.

_Aý_
(Divislon Skpj."
Division of DwioK bdumm contrail,and Genwo

"-51 0(k) Nu=!Tgýý

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use 
I/ 

OR Over-The-Counter Use
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

49, 
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DEPARTMENT OF HEALTH & HUMAN SERVICES

7/7
From: Reviewer(s) - Narý

Subject: 510(k)Number,

Public Health Service
Food And Drug AdnUnistration

Mem,

To: The Record - It is my recommendation that the subject 5 1 0(k) Notification:

0 Reftsed to accept.

ORequires additional information (other than refuse to accept).

Wccepted for review

0 Is substantially equivalent to marketed devices.

ONOT substantially equivalent to marketed devices.

De Novo Classification Cmididate? Elm 11 NO

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

Is this device subject to Postmarket Surveillance? 11YFS NO

Is this device subject to the Tmcking Regulation? 13YES 0 NO

Was clinical data neemarY to support the review of this 5 1 0(k)? OYES ONO

Is this a prescription device? 1AYES 11 NO

Was this 5 1 0(k) reviewed by a Whd Party? OYES IM NO

Special 5 1 0(k)? []YES El NO

Abbreviated 5 1 0(k)? 13YES 53 NO

This 510(k) contains:

TmffiU and Accurate Stateamt 11RequesW 0 Enclosed
(required for originals rweived 3-14-95 aad after)

ISA510(k)summary OR DA510(k)statement

11 ne required certification and summary for class III devices -

-K 1he indication for use form (required for originals received 1-1 -96 and after)
Material of Biological Origin 11 YES 11 NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

0 No Confidentiality 0 Confidentiality for 90 days 0 Continued Confidentiality exceeding 90 days

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

10 / r-1A ý / -F7 //&. 5#Y 0
Review:

Final Review_ I X/ Y-7 t fl /f/l/
(Division Director) vc"

Revised:6W/98 Uý
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Page 1 of 510(k) review

SE MEMO TO THE RECORD

510 (k) REVIEW

K991513

DATE: June 17, 1999
FROM: Irene Naveau

OFFICE: HFZ-480
DIVISION:DDIG/GHDB

COMPANY NAME: I-Flow Corporation
DEVICE NAME: Homepump, C-Series; and Homepump C-Series One-Step KVO

NARRATIVE DEVICE DESCRIPTION

SUMMARY DESCRIPTION OF THE DEVICE UNDER REVIEW:

I-Flow Corporation intends to add two new components to the

Homepump C-Series: an optional regulator that controls the

decreasing pressure (14to 9 psi) of the current Homepump C-Series

to a fixed 6.0 psi. The new regulator creates a flow profile that

           than the original pumps, and results in a more
                         The optional flow indicator replaces the
distal glass orifice found in the predicate elastomeric pumps
manufactured by I-Flow Corp, and provides the user with an

accurate flow status of the pump. The Homepump C-Series is an

elastomeric infusion pump with an integrated admiaistration set.

The          C-Series pumps consist of a                    that

                                                                 

                                                           
                                                        

The pumps are contraindicated for delivery of blood, blood
products or TPN.

The Homepump C-Series models include:
C060020: 50/65ml fill vol.-2ml/hr flow rate
C065005: 50/65ml fill vol.-O.5ml/hr flow rate
C100005: 100/125ml fill vol.-O.5ml/hr flow rate
C100010: 100/125ml fill vol.-lml/hr flow rate
C100020: 100/125ml fill vol.-2ml/hr flow rate
C100050: 100/125ml fill vol.-5ml/hr flow rate
C100100: 100/125ml fill vol.-10ml/hr flow rate
C270005: 250/270ml fill vol.-O.5ml/hr flow rate
C270010: 250/270ml fill vol.-lml/hr flow rate
C270020: 250/270ml fill vol.-2ml/hr flow rate
C270050: 250/270ml fill vol.-5ml/hr flow rate
C270100: 250/270ml fill vol.-10ml/hr flow rate
C500100: 500ml fill fol.-10ml/hr flow rate
C270020Y: 250/270 ml vol.-2mlhr flow rate, dual
adapter
C000020Y: 2.Omlhr flow rate, dual orifice with Y

orifice with Y

adapter accessory

The Homepump C-Series One-Step KVO include:
EY060005: 50/65ml fill vol.-O.5ml/hr flow rate, with Y-site
EY110005: 100/125ml fill vol.-O.5ml/hr flow rate, with Y-site
EV060005: 50/65ml fill vol.-O.5ml/hr flow rate, with Y-site and

co
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Page 2 of 510(k) review

check valve
EV110005: 100/125ml fill volume.-O.5ml/hr flow rate, with Y-site
and check valve.

2. INTENDED USE: The Homepump C-Series: For continuous infusion of
medications for general infusion use, including chemotherapy and
pain management. Routes of administration include intravenous,
subcutaneous, intramuscular and epidural.

The Homepump C-Series One-Step KVO: For general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a
patient IV line open. The routes of administration include
intravenous, subcutaneous and intramuscular.

3. DEVICE DESCRIPTION:

A. Life-supporting or life-sustaining: No
B. Implant (short-term or long-term): No
C. Is the device sFeýrile? Yes

Method EtO
Validation ANSI/AAMI/ISO

11135-1994/EN550
SAL 10-11

Residues                         
       

Pyrogenicity LAL or USP Rabbit tej

OR
Method-Gamma radiation

(cobalt60)
ValiE t-ion ANSI/AAMI ST32-1991/EN

552 Method 1
SAL

10-11

Dosage 25-35 kGy (2.5-3.5 Mrad)
Pyrogenicity I

,
LAL or USP Rabbit testj

Packaging: Sealed Tyvek pouch
D. Is the device for single use? Yes
E. Is the device for prescription use? Yes. See labeling.
F. Is the device for home use or portable? The Homepump C-Series is

intended for use in the hospital, in the home environment or
alternative care sites.

G. Does the device contain drug or biological product as a component?
No

H. Is this device a kit? No
I. Applicable standards to which conformance has been demonstrated

(e.g., IEC, ANSI, ASTM, etc.): N/A
J. Device(s) to which equivalence is claimed, manufacturer, and

510(k) number or preamendment status: Homepump C-Series, I-Flow
Corp., K944692; IV Flow Regulator, 3M Corp., K896907.

K. Submission provides comparative specifications a Yes
performance data b Yes

biocompatibility testing c YES

K. 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. Provide a summary about the devices
design, materials, physical properties and toxicology profile if

q
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Page 3 of 510(k) review

important.

The Homepump C-Series is identical to the original Homepump
C-Series with two exceptions: optional regulator and optional flow

indicator components. The optional regulator controls the

decreasing pressure to a constant 6psi. The Homepump C-Series and
the original Homepump C-Series use either a glass,orifice or PVC
tubing to control the flow rate, however, the optional flow
indicator component establishes a flow status column in addition
to the glass orifice flow restrictor.

The fluid path materials found in the Homepump C-Series are
identical in formulation to other materials used in devices
manufactured by I-Flow Corp. I-Flow Corporation certifies that
all fluid path materials conform to ISO-10993 standards and are
identical to similar, comparable legally marketed devices.
(The 3M IV Flow Regulator membrane functions simi             

         C-Series diaphragm, but the membrane is                  
                  as are the Homepump C-Series of this 510(k).
    Homepump     ries and the Homepump C-Series One-Step KVO
conformed to ISO 10993 standards and have passed the following
biocompatibility tests: cytotoxicity, sensitization, irritation,
systemic toxicity, hemolysis, subchronic toxicity, pyrogenicity,
and implantation.

The labeling is adequate for this device. I-Flow Corp. will add a
statement to "Recap the valve with new sterile cap after each 

use"

where there is no surface to swab.

Performance data consists of incremental flow rate profiles for
fluids infused at 100mlxlml/hr, 100mlx2ml/hr, 100mlx5ml/hr,
100mlxlOml/hr, 270mlx2ml/hr, 100mlx5ml/hr, 270mlxlOml/hr, and
incremental pressure profiles for fluids infused at 100mlxlml/hr,
100mlx2ml/hr, 100mlx5ml/hr, 100ml/lOml/hr, 270mlx2;nl/hr,
270mlx5ml/hr, and 270mlxlOml/hr. Data shows the all during the
flow time, the pressure holds stable at the 6.0 psi fixed rate.

I conferred with Hung Trinh, biomedical engineer, regarding the
change from a pressure range of 8 to 18 psi created by the
elastomer membrane to a constant pressure of 6.0 psi prior to

clearing this device. We believed that the constant pressure
would have no effect upon these elastomeric devices.

I corresponded with Mr. Bard of I-Flow Corporation to request
information related to the possible effect the new regulator would
have on the device by controlling the pressure flow from a

decreasing pressure to a fixed rate. I questioned which models
were included in this 510k and a demonstration of material
conformance to ISO 10993 and/or a certification statement. I also
suggested that the labeling should include using a sterile cap
after each use of a needleless connector, when appropriate.

Based on the information provided in this premarket notification,
I believe that these devices are substantially equivalent to the
predicate devices listed in Section J. No new issues of safety
and effectiveness exist for this device.

M. Does the submission include a summary of safety and effectiveness
information upon which an equivalence determination is based? Yes

q
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Page 4 of 510(k) review

RECOMMENDATIONS:

I believe that this device is equivalent to: 80 MEB

Classification should be based on: External Elastomeric Infusion
Pump

880.5725 Class: Unclassified

I.eene Naveau
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"SUBSTANTIAL EQUIVALENCE" 
(SE) DECISION MAKING DOCUMENTATION

K991513

Reviewer: Irene Naveau

Division/Branch: DDIGD/GHDB

Device Name: Homepump C-Series and Homepump C-Series One-Step KVO

Product To Which Compared (510(K) Number If Known): Homepump C-Series, I-Flow
Corp., K944692; IV Flow Regulator, 3M Corp., K896907

YES NO

1. Is Product A Device X If No = Stop

2. Is Device Subject To 510(k)? X If No = Stop

3. Same Indication Statement? X If YES = Go To 5

4. Do Differences Alter The Effect Or
Raise New Issues of Safety Or
Effectiveness?

If YES = Stop NE

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

6. Could The New Characteristics Affect

Safety Or Effectiveness?
X If YES = Go To 8

7. Descriptive Characteristics Precise
Enough?

x If No = Go To 10
If YES = Stop SE

8. New Types Of Safety Or Effectiveness
Questions?

If YES = Stop NE

9. Accepted Scientific Methods Exist? If NO = 
Stop NE

10. Performance Data Available? If No = Request
Data

11. Data Demonstrate Equivalence? Final Decision:
SE

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.

1. Intended Use: The Homepump C-Series: for continuous infusion of
medications for general infusion use, including chemotherapy and pain
management. Routes of administration include intravenous, subcutaneous,
intramuscular and epidural.

The Homepump C-Series One-Step KVO: for general purpose drug and/or
diluent delivery at a sufficient flow rate to maintain a patient IV line
open. The routes of administration include intravenous, subcutaneous and
intramuscular.

2. Device Description: Refer to SE Memo dated June 17, 1999.
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Describe the new technological characteristics: A new (optional)
regulator and a new (optional) flow indicator have been added to the

device.

Explain how new characteristics could or could not affect safety or
effectiveness: The new regulator creates a flow profile that is flatter

than the original regulator on current pumps, and controls the pressure

at a fixed rate of 6.Opsi; result is a more controlled flow profile. The

new flow indicator also replaces the distal glass orifice in predicate

devices. It provides the patient and the caregiver with an accurate flow

status of the pump.
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(16&W.
I-FLOW
CORPORATION

June 15, 1999
VIA FACSIMILE

20202 Windrow Drive
Lake Forest, CA 92630
(800) 448-3569 (949) 206-2700
Fax (949) 206-2600

Ms. Irene Naveau
Office of Device Evaluation
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Blvd
Rockville, MD 20950

Re: K991513 HomePump C-Series and HomePump C-Series One-Step KVO

Dear Ms. Naveau,

This letter is being provided in response to your request for additional information for
premarket notification K991513 (HomePump C-Series and HomePump C-Series

One-Step KVO).

1. Biocompatibility

All fluid path materials of the devices are identical in formulation to materials
currently being used in other I-Flow products and have a long history of use in
devices used for the infusion of fluids.

I-Flow Corporation certifies that to the best of its knowledge all fluid path materials
are exactly the same as in legally markeW devices and the conditions of use are
comparable.

The devices are categorized as "Prolonged" (24 hrs to 30 days) based on
ISO-10993-1 and FDA G95-1 Guidelines.

The HomePump C-Series and HomePump C-Series One-Step KVO are in
conformance with ISO 10993-1 and FDA G95-1. The devices have been tested to
and passed the following tests.

a) Cytotoxicity: In-vitro cytotoxicity testing (MEM elution method using
L-929 mouse fibroblast cells)

b) Sensitization: Guinea Pig Maximization Tests Delayed Contact
Sensitization Test (maximum method for biomaterial extracts).

c) Irritation: USP/ISO Intracutaneous Test
d) Systemic Toxicity: Acute systemic injection test
e) Hemolysis: In vitro rabbit blood determination

rt OL,
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f) Subchronic Toxicity: Subacute toxicity test

g) Implanatation: Rabbit implantation test
h) Pyrogenicity: Material mediated pyrogenicity (rabbit test)

2. Identified Devices

All devices identified in premarket notification K991513 were released to
commercial distribution by way of the listed 5 1 0(k)'s or are included in "Letters to
the File" prepared by I-Flow,

3. Mechanism of operation

The addition of the flow regulator to the existing elastomeric devices creates a flow
profile that is flatter than the original HomePump infusion pump. The regulator
reduces the pressure range (8 to 18 psi) created by the elastomeric membranes to a
constant pressure of 6 psi. The reduction in pressure seen by the flow control orifice
results in a flatter more controlled flow profile.

The addition of the flow indicator has no effect on the operation of the elastomeric
devices. The flow indicator is a direct replacement of the disw glass orifice that is
currently found in the predicate elastomeric; pumps produced by I-Flow. The
addition of the flow indicator provides the patient and the healthcare professional
with additional information about the flow status of the pump.

4. KNO Y-site replacement cap

A question was raised as to the need to add more information concerning a
replacement cap for the Y-site.

A review of the labeling for the KVO and the devices that may be connected to the
Y-site suggest that no additional statement is necessary,

On the third page of the KVO Directions fbr Use under the heading of "Medication
Administration through the Y-Site of the One-Step KVO", Paragraph 3 states
"When the medication infusion is complete, close the clamp on the intermittent
medication line and disconnect from the Y-Site following yor institutions
p 

the--mtorool." This language was specifically included in directions fbr use because
of the various types of devices that might be connected to the Y-site.

I-Flow anticipated that the Y-site would be connected to various needleless
connectors. In the majority of the cases, the disconnection of a needleless connector
does not require a cap. The user is generally instructed to swab or clean the surface
of the connector. In the case where there is no surface to swab or dean, the user is
instructed to "Recap the valve with new sterile cap after each use" (taken from
Directions for Use provided with the B. Braun device).
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Muwe
Similarly, where a needle injection site is used, no cap is necessary and the users
would normally follow standard practices for this type of device after the needle is
removed.

We believe that based on the information provided in the Directions for Use
included with the KVO device and the number of different types of devices that can
be attached to the Y-Site, the user institution's clinical protocols are the most
appropriate place to have information concerning the necessity for a sterile
replacement cap.

Hopefully this information provided above is sufficient to complete the review of
premarket notification K991513. If you should require additional information for the
questions asked or other areas of the submission, please feel free to contact me at
800.448.3569 ext 2670.

Sincerely,

R ert I d, Esq., A. C.
Vice President, Regulatory and Legal Affairs
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Screening Checklist
For all Premarket Notification 510(k) Submissions

Device Name: C 
- 
W14'tý I

Kq'

Submitter (Com'anyP V A T
B R

S B A
P R D
E E I
C V T

Items which should be included I I I

(circle missing & needed information)
A A 0

T N V IF ITEML E A Is
I L I NEEDED

YESN YES YES AND ISY

1. Cover Letter clearly Identifies Submission as: MISSING

a) "Special 510(k): Device 
Modification"

jr r

b) "Abbreviated 
510(k)"

c) Traditional 510(k)
GO TO

02,3 ..
O.GO TO 9 GO

TTO #2

4,5,

2. GENERAL INFORMATION: REQUIRED IN ALL 610(K) SUBMISSIONS 
V IF ITEM K

NEEDEE
Financial Certification or Disclosure Statement for 510(k)s with a NA YES NO
Clinical Study 807.87(i) I

SPECIALS ABORE TRADITIONAL AND IS
YESINO YES IND IYES1 MISSING

a) trade name, classification name, establishment registration
lip Im Imnumber, device class ' '

b) OR a statement that the device is not yet classified FDA-may be a classification reque t; see coordinatol

c) identification of legally marketed equivalent device NA

d) compliance with Section 514 - performance standards NA

e) address of manufacturer

0 Truthful and Accurate Statement

g) Indications for Use enclosure

h) SMDA Summary or Statement (FOR ALL DEWCE CLASSES)

i) Class III Certification & Summary (FOR ALL CLASS III DEVICES)

j) Description of device (or modification) including diagrams,

engineering drawings, photographs, service manuals

k) Proposed Labeling:

i) package labeling. (user info)
ii) statement of intended use
iii) advertisements or promotional materials
i) MR[ compatibility (if claimed)

1) Comparison Information (similarities and differences) to named

o

legally marketed equivalent device (table preferred) should include:
i) Labeling
ii) intended use

Wý' ft71ý
iii) physical characteristics
iv) anatomical sites of use y
v) performance (bench, a imal, clinical) testing NA
i) safety characteristics NA

m) If kit, kit certification
3. "SPECIALS"- ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS 11, 111 OR RESERVED CLASS I DEVICE

a) Name& 510(k) number of legally marketed

I t C(unmodified) predicate device 2
b) STATEMENT- INTENDED USE AND INDICATIONS FOR - If no - STOP not a special

DCRD 1-- 102 (,-, 01/ 13/qS 4 11) Phi) Nr"FOI - Page 24 of 126



USE OF MODIFIED DEWCE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED* UP

c) STATEMENT- FUNDAMENTAL SC1EN17RC ip;
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT W
CHANGED*

d) Design Control Activities Summary

Q 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

ii) 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

iii) 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

individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual

responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

IF ITEi
SPECLALSAGGREMM MAMMAL

Is

NEEDEC
AM IS

Nýo
wsmc-4. ABBREVIATED 510(IQ: SPECIAL CONTROLSICONFORMANCE TO RECOGNMW STANDARoS

a) For a submission, which relies 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

b) If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

c) For a submission, which relies on a recognized

standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

ii) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted
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below
iii) An identification, for each consensus standard, of

any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Nameladdress of test laboratory/certification
body involved in deten-nining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Datatinformation to address issues not covered by
guidance documents, special controls, and/or
recognized standards

0. AGGmonai t;onsiaemuons: tmay De coverea Dy ign %;on--ml
a) Biocompadbility data for all patient-contacft materials,

OR certification of identical rnateriaMbrmulation:
1) commnent- & matedal
in ldenft Patient-owftcft materials
01) tkMoall Ity of 11" sWft-ed Productbili

b) Stedlizatim arW expiration dating lnfbffnadon:

n sterilization meMod
ii) SAL
iii) pac*a-aing
lv) specify pwo-gen free
V) ETO residues
vi) radiation dose

c) Software validation & verification:
i) hazard analysis
ii) level of concern
iii) development docurnentation
iv) certification

Items shaded under "NO" are necessary for that type of submission. Circled Items and items with che(
In the "Needed MISSI g" column must be submitted before acceptance of the document

Passed Scre 7Yes No Reviewer:
Date:..... Concurrence by Review Branch:
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Intemal Administrative Form

YES NC
1. Did the firm request expedited review?
2. Did we grant expedited review?
3. Have you verified that the Document is labeled Class III for GMP

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 510(k) by regulation or policy?
7. Is the device subject to review by CDRH?
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)?
10. Are you aware of the submitter being the subject of an integrity

investigation?
Officerritconsult the ODE Inte11 If es g y .. , y ,

12. Has the ODE Integrity Officer given permission to proceed with the
review? (Blue Book Memo #191-2 and Federal Register 90N0332,

17September 10, 1991.

FOI - Page 27 of 126



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.

April 30, 1999 Rockville, Maryland 20850

I-FLOW CORP. 510(k) Number: K991513
20202 WINDROW DR. Received: 30-APR-1999
LAKE FOREST, CA 92630 Product: HOMEPUMP C-SERIES

ATTN: ROBERT J. BARD AND HOMEPUMP
C-SERIES ONE-STEP
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 is cited above. Please refer prominently to this

510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been

completed or if any additional information is required. YOU MAY NOT PLACE

THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

on January 1, 1996, FDA began requiring that all 510(k) submitters provide on

a separate page and clearly marked "Indication For 
Use" the indication for use

of their device. If you have not included this information on a separate page

in your submission, please complete the attached and amend your 510(k) as soon

as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as

possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(1) of the Act) and the Device

Tracking regulation (21 CFR Part 821). Please contact the Division of Small

Manufacturers Assistance (DSMA) 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 (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed

material as part of your official premarket notification submission, unless

specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification

510(k) Regulatory Requirements for Medical 
Devices" available from DSMA.

If you have other procedural 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 DSMA 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

FOI - Page 28 of 126



C!fWft 
20202 Windrow Drive K99/51,3
Lake Forest, CA 92630

I-FLOW (800) 448-3569 (949) 206-2700
CORPORATION Fax (949) 206-2600

Premarket Notification - 51 0(k)
Via Federal Express
April 29, 1999

Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation
Document Mail Center HFZ - 401
9200 Corporate Blvd.
Rockville, Maryland 20850

Reviewing Staff-

In accordance with §51 0(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 C-Series prior to the introduction into interstate commerce for commercial
distribution.

I-Flow intends to make two component changes to the Homepump C-Series (K944692). The
modified Homepump C-Series is substantially equivalent to the existing I-Flow Homepump
C-Series (K944692) and the 3M IV Flow Regulator (K896907).

All questions and/or comments concerning this document should be made to:
Robert J. Bard, Esq., R.A.C.

Vice President Regulatory and Legal Affairs

I-Flow Corporation
20202 Windrow Drive

Lake Forest, CA 92630
Telephone: 949.206.2700

Fax: 949.206.2600
Sincerely,

r-D

Robert J. Bard, Esq., R.A.C. C-)Vice President Regulatory and Legal Affairs rri

LID

Pige i
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Date of Sulmussim 4/29/99 FDA DOWASORt

NUMbW-)C510(k)E3 ME OPMA 13 PMA Suppissmout - Ropia

13 5 10(k) AddI infinution M mE Amendownt 13 PMA Amendment 0 PMA Supplement - Spoliffil,

C3 ME Supplesnow 0 PMA Report E3 PMA Suppiesnent - 30 day
E3 ME 0 PMA &wismmsmst - Pend T=ck

Section BI .... fit.) OW

0 Now device 0 A"ficnal or expanded )(Changs in toobnology, design, matsmials,
indiastions or UMM&Cturins process

0 Other reason (specify):

Section BT:.ý Rbnewfar:SYAýý:!! Pfd":Oftly.

E3 Now device 0 Champ in demign, cornponsest 13 Locanon ebange:

E3 withdrawal or specificamarx- E3 Nbuisikaturev

E3 Additional or expanded indicanons 0 Saftwarv, 0 Sterilizer

0 Licesuring agromment 13 Color Additive M Packager

0 Other (speedy below) 0 Distributor

E3 Labeling change:
E3 Indicesions 13 Process change 0 Report submission:

13 Instructions E3 Maindsafter 0 Annual or periodic

0 Performance Characteristics 0 Sterilizer 13 Po"pproval study

13 Shelf life E3 Packager 0 Adverse roman=

13 Trade nun 0 Do"oo doiscit

C] Other (specify below) 13 Response, so FDA cattupondence (spoc& below) M Amendamm

13 Request for applicant hold

0 Champ in ownership U Request for removal of applicant hold
E3 Change in c=Tompoadont 0 Request for extension

0 Request to remove or add manufacutring site

0 Other reason (spocifv):

Section B3 Minn M* ftbnimdon ---IDIU 061Y

" Now device 0 Champ in: 0 Response, to FDA lam

" Addition of instiamon E3 CorTespondent 0 Conditional approval

13 Expansion i axtonsion of study C3 Design C3 Domed sppm%vd

0 in cortification C3 inhnnw consent 0 Deficiess final report

13 Request hearing C3 UWm&cmw ODeficisop-st --roport

13 Request waiw C3 b1anufluturing 13 Deficiout mv=tiPWr Impart

13 Tortmostion of study 0 Pt I - feasibility 13 Disapproval

0 Withdrawal of application 13 Ps ý- otbw 13 Request wrtmalim of

E3 Uniumapated. advotee, offixt C3 Sponsor finsp to respond to FDA

" Emergency use: 0 Report submissim- 13 IOL submissions an*.

" Notification of 13 
curresst-,

0 Champ m IOL style

emorgency use 13 Annual Firm 0 Request for Protocol 'WRIVer

" Additional infixon E3 Site waiver limst romcAmd
E3 Fin"

" Other reason (spoa&):

Valim 1.0 lam" 19. IM
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FDA Documart Number.

Section.:C Product Classification
PrOdur-tcOdc: 80 MEB

I

C-F-R-Se`tion: 880.5725 DrAce ohm:

C3 Class, I *C less 11
C19"iflOatiOnPASIOL General Hospital and Personal Use Device E3 Class 111 13 unciessified

Section D Information on 510(k) Submissions...

Product codes of devices to wbich substantial equivalence is c4anned: Summary Of. or statan"

80 MEB
2

80 FPA I
3 4

I
safety and sffscfivý dab:

10(k) summary susched:
5 6 7 r5 I 0(k) statemost

Information on demces to which substantial equivalence is claimed:

5 1 0(k) Number Trade or proprietary or model name Manufactwo

K944692 Homepump C-Series I-Flow Corporation

2 K896907 2 IV Flow Regulator 2 3M

3 3 3

4 4 4

5

Section E Product Information - Applicable to All Applications

Common or usual name or classification name:

Pump, Infusion, Elastomeric

Trade or proprietary or model name Model number

Homepump C-Series and Homepump C-Series One-Step KVO

2 2

3 3

4 4

5 5

6 6

FDA document of &H prior related submissions of outcome):

1 2 3 4 5 6

7 8 9 10 11 12

Data included in submission: 13 Iaborstory testing C3 Animal trials C3 Human trials

Indications (fi-am labeling): 1. The Homepump C-Series is intended for continuous infusion of

medications for general infusion use, including chemotherapy and pain management.

Routes of administration include intravenous, subcutaneous, intra-muscular and

epidural.

2. The One-Step KVO model of the Homepump C-Series is intended for general

purpose drug and/or diluent delivery at a sufficient flow rate to maintain a

patient IV line open (i.e. keep vein open).
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FDA Document Numbw.

Aill N

)I(Orivinal FDA establishment registratson number j)gM1WUfiWt=W 0 Connect slardý

0 Add 0 20260 conew nuumficturer 0 Repeolcaw / reiabelor

I

Company / In 
I-Flow Corporation

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

( 949 ) 206-2700 
ext. 2670

Street-A"resc 20202 Windrow Drive
FAX number (include ares, code):

( 949 ) 206-2603

City: 
Lake Forest

I

State / Promnoe: 
CA

Cmintry: 
U.S.A.

1 1

ZIP / P06W Code:

92630

Contact name: 
Robert J. Bard, Esq., R.A.C.

Conuct title: 
Vice President of Regulatory and Legal Affairs

0 Original
13 Add 0 Delete I

FDA establishment registration number: 0 Manufacturer 0 Contract sterilizer

1 0 Contract manufactutw 0 Repack&-aer / relabsier

Company / Institution name:

Division name (if applicable): phone number (mciude area code):

Straw address: FAX number (include ares, code):

City: State Province. Country: ZIP Postal Code:

Contact

Contact title:

0 Original
0 Add 0 Delete

establishment registration number. 13 Manufacturer 0 Contract sterilizer

0 Contract manufacturer 0 Rapa&ager / rW&b*W

Company / Institution name:

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

Strest -AAres FAX number (include area code):

City- State Province: Country: ZEP / Postal Code:

Conotat us=:

Contact title:

vadn 1.0 
ýO 
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FDA Document Number

Section G" APPIkAzter.siomms..

Company / Institution namw. FDA eftbHohnumt reOmbau nuinber.
I-Flow Corporation 2026095

Division name (if applicable): Phý numbw (mciuds am code)

( 949 ) 206-2700 ext. 2670

Street address: FAX numbw (include am code):

20202 Windrow Drive ( 949 ) 206-2603

City: 
La Forest 

State I 
CA U.S.A. 

21P / postalCode-province- _[Touý;T 
92630

/j, n
Name; k Vj

Robert J. Bard, Esq., R.A.C.

Title: Vice President of Regulatory and Legal Affairs

Section H Submission corresvondent (if differeatkow: above)

C ompmy I Institution

Division (if applicable): V2=o number (include am code):

Sum address: FAX numbw (include am code):

City: State / Province: Country: ZIP / Postal Code:

Contact name:

Contact title:

0
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(114U)W).
I-FLOW
CORPORATION

20202 Windrow Drive

Lake Forest, CA 92630

(800 448-3569 (949) 206-2700

Fax 049) 206-2600

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As required by 21 CFR 807.870))

I certify that, in my capacity as the Vice President of Regulatory and Legal Affairs of I-Flow

Corporation, I believe to the best of my knowledge, that all data and information submitted in

the premarket notification for the Homepump C-Series are truthful and accurate and that no

material fact has been omitted.

iýý I 

 A in" ý-4ignature
Robert J Bard, Vice President of Regulatory and Legal Affairs

Name Title

I-Flow Corporation
Company Dated

Premarket Notification (510(k) Number)

<72ý
Page ii
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(16 a
I-FLOW
CORPORATION

20202 Windrow Drive
Lake Forest, CA 92630
(800) 448-3569 (1949) 206-2700
Fax (949) 206-2600

510(k) Number (if known):

Device Name: Homepump C-Series

Indications for Use:

1 . The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

2. The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open (i.e.
keep vein open). The Y-site at the distal end of the administration set allows piggy
back infusions. The routes of administration include intravenous, subcutaneous and
intramuscular.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(Per 21 CFR 801.109) 

U
92 (Optional Format 1-2-96)

Page iii
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1.0 GENERAL INFORMATION

1.1 Purpose of Submission

1.1.1 Trade Name: Homepump C-Series and Homepump C-Series One-Step KVO.
1.1.2 Common Name: Elastomeric Infusion Pump
1.1.3 Classification Name: Pump, Infusion, Elastomeric
1.1.4 Product Code: 80 MEB
1.1.5 Device Classification: Class 11, 880.5725
1.1.6 Classification Panel: General Hospital and Personal Use Device

1.1.7 This submission is intended to notify the Federal Food and Drug Administration
that I-Flow Corporation is adding two new optional components to the
Homepump C-Series (K944692).

1.1.7.1 Regulator (optional)
1.1.7.1.1 The optional regulator controls the decreasing

pressure (14 to 9 psi) of the Homepump
C-Series to a fixed 6.0 psi.

1.1.7.2 Flow Indicator (optional)

1.1.7.2.1 An optional flow indicator component
incorporates a flow status column indicator with
the glass orifice flow restrictor.

Note: The PainBuster Infusion Kit (K980558 and K982946), the On-Q
Infusion Kit (K980558 and K982946) and the Nerve Block Infusion Kit
(K984502) use the Homepump C-Series infusion pumps in their kits.
Neither the regulator nor the flow indicator components change the
intended use of the Homepump C-Series when used in the PainBuster,
On-Q or Nerve Block Infusion Kits.

1.2 Statement of Equivalence

1.2.1 The Homepump C-Series is substantially equivalent to the existing I-Flow
Homepump C-Series (K944692) and the 3M IV Flow Regulator (K896907).

2.0 PHYSICAL SPECIFICATIONS AND DESCRIPTONS

2.1 Description of Device

2.1.1 The Homepump C-Series is an elastomeric infusion pump with an integrated
administration set.

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

2.1.3 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.

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

2.1.4.1 The delivery time characteristic is derive                                    f the
device which is in turn approximated by                                  :

    
             

             rL'4
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2.1.4.2                                                                                                                            
                                                                                                                          
                                                                                                                         
                                                                                                 

                        

    

                  

                         

         
          

          

                        
                                        

REGULATOR ASSEMBLY
(UNSEATED CONFIGURATION)

2.2 Regulator

                     

2.2.1 The Regulator is an optional component of the Homepump C-Series
which regulates the pressure of the elastomeric reservoir.

                                                                                                                             
                                                                            

2.2.2                                                                                                                          
                                                                                                                       

2.2.3                                                                                                                                 
                                                                                                    

2.2.4                                                                                                                        
                                                                 

2.2.5                                                                                                                                 
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2.3 Flow Indicator

                                      

               

                      

                     

                              

               

                   

                              

                                                                                                                                  
                                                                                                                            
                                                                                                                        
                                          

                                                                                                                                  
                                                                                                                       
                                                 

                                                                                                                                   
                                                                                                                   
                                                                                                                       
                                                            

                                                                                                                
                                                                                                    
                    

                                                                                                                          
                                                                                                       
                                         

                                                                                                                          
                                                                                                                       
                                                                                                              

                                                                                                                                 
                

                             

                      

                                        

                                                           

                                          

Fig. 1

                                      

               

                      

                                        

                                                                 

                        
        2

                                          

                

                           
                     

   
                    

                                                              

                                 

                                     

Fig. 3
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2.4 Product Configuration

Homepump C-Series Models:

2.4.1 C060020; 50/65 ml fill volume, 2 ml/hr flow rate.

2.4.2 C065005: 50/65 ml fill volume, 0.5 ml/hr flow rate.

2.4.3 C100005:

2.4.4 C100010:

2.4.5 C 100020:

2.4.6 C 100050:

2.4.7 C100100:

2.4.8 C270005:

2.4.9 C270010:

2.4.10 C270020:

2.4.11 C270050:

2.4.12 C270100:

2.4.13 C500100:

100/125 ml fill volume, 0.5 ml/hr flow rate.

100/125 ml fill volume, 1 ml/hr flow rate.

100/125 ml fill volume, 2 ml/hr flow rate.

100/125 ml fill volume, 5 ml/hr flow rate.

100/125 ml fill volume, 10 ml/hr flow rate.

250/270 ml fill volume, 0.5 ml/hr flow rate.

250/270 ml fill volume, 1 ml/hr flow rate.

250/270 ml fill volume, 2 ml/hr flow rate.

250/270 ml fill volume, 5 ml/hr flow rate.

250/270 ml fill volume, 10 ml/hr flow rate.

500 ml fill volume, 10 ml/hr flow rate.

2.4-14 C270020Y: 250/270 ml volume, 2.0 ml/hr flow rate, dual orifice with Y
adapter.

2.4.14.1 The dual orifice set consists of a standard Homepump
C-Series with dual orifice downstream from the Y adapter.
Each orifice allows 2 ml/hr flow rate.

2.4.15 C000020Y: 2.0 ml/hr flow rate, dual orifice with Y adapter accessory.

2.4.15.1 The Y adapter accessory may be connected to any
Homepump C-Series model to split the infusion into two flow
rates for multiple sites.

2.4.16 Each model above may have an optional Y-site and optional check valve
a ached to the distal end of the administration set. These models of the

Homepump C-Series are marketed as the One-Step KVO devices. The
models include the following:

2.4.16.1 EY060005: 50/65 ml fill vol., 0.5 ml/hr flow rate, with Y-site.

2.4.16.2 EY1 10005: 100/125 ml fill vol., 0.5 ml/hr flow rate, with Y-site.

2.4.16.3 EV060005: 50/65 ml fill volume, 0.5 ml/hr flow rate, with
Y-site and check valve.

2.4.16.4 EV1 10005: 100/125 ml fill volume, 0.5 ml/hr flow rate, with
Y-site and check valve.

2.4.17 Each model above contains a variable fill volume designated by the slash
between the two numbers. For example, model C100005 may be
marketed as a 100 ml fill volume pump but may be over filled to a
maximum of 125 ml. This information is indicated on the Directions for
Use in Appendix B.
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2.4.18 The following accessories are available for use with the Homepump
C-Series:

Note: See Appendix A for drawings.

2.4.18.1 Carry Case: The carry case is used to hold the Homepump
C-Series pump while delivering medication.

2.4.18.1.1 I-Flow part numbers 1400808 and 1400809.

2.4.18.2 E-clip: The E-clip is manufactured by I-Flow and is used to
secure the Homepump C-Series pump to an arm, sling,
clothing, etc.

2.4.18.2.1 I-Flow part number 2001318.

2.4.18.3 Power Ring: The Power Ring is fitted over a syringe to ease

filling the Homepump C-Series pump.

2.5 Components and Materials

The Homepump C-Series is a disposable device intended for single patient use.

2.5.1 Non-fluid path:

2.5.1.1 Exterior Bag: PVC,                                                              

2.5-1.2 Outer Membrane:                                      

Note: The Homepump C-Series pump contains three layers.
The Exterior Bag, listed above, prevents the outer membrane
from being in skin contact. The Inner Membrane, listed below
under fluid path components, prevents the Outer Membrane
from contacting the fluid path.

2.5.1.3 Snap Caps:                                             

2.5.1.4 O-Rings (circumferential clamps):                                   

2.5.1.5 Pinch Clamp:                                                         .

2.5.1.6                                                                                       
                                                                                                      
                          

2.5.1.7 Carry Case (accessory): Nylon,             with                        
strap.

2.5.1.8                     Stainless Steel with          strap, I-Flow
                    

2.5.1.9                                                                                
                                                                                  

2.5.2 Fluid path components:

2.5.2.1 Fill Port (female luer lock):                                                      

2.5-2.2 Mandrel:                                                      

2.5.2.3 Fill Port Check Valve- 
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2.5.2.4                                                                                             
                                                                               

2.5.2.5 Inner Membrane:                                      

2.5.2.6                                                                                                
                                              

2.5.2.7             (flow control):                                                                   
                                                                 

2.5.2.8                        (optional):                                                                  
                                                                                                  
                                                                                                      .

2.5.2.9 Flow Indicator (optional): As an alternative to glass orifice.

2.5.2.9.1 Housing:                                                                   
      .

2.5.2.9.2 Sleeve                                  

2.5.2.9.3 Restrict                                       

                                     g.

2.5.2.10 Filter (optional): Manufactured by        ek. The filter is air

eliminati   with a nominal pore size of      . The membrane
material i                                e. The air vent
material is                      The filter housing is clear
     ic.

2.5.2.11 Filter (optional):

2.5.2.11.1 Manufactured by        ek. The filter is     

eliminating with a nominal po                 .
The membrane material is a         lic
                        ir vent material is
                     The filter housing is
clea        c.

2.5.2.11.2 Manufactured by         The filter is     

eliminating with a nominal pore size of        
The membrane material is a          ic
                        r vent material is
       supporte        The filter housing is
               c.

2.5.2.12                                                      
                                             

2.5.2.13 Y Adapter for dual orifice set:                     
           .

2.5-2-14 Y-Site (optional): The body is made of               
                                           ade of
                                       . The secondary
injection fitting is a female luer. The distal fitting is a male luer
adapter with rotating collar. 

<ýý
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2.5.2.15 Check Valve (optional), connects to Y-Site:

2.5.2.15.1 Body:                                                                   

2.5.2.15.2 Valve:                                                           

2.5.2.16                                                                                                 
                                                                

2.6 Power Requirements

2.6.1 The Homepump C-Series is a mechanical device that utilizes elastomeric
membranes for power. No additional external power is required.

3.0 OPERATIONAL SPECIFICATIONS AND DESCRIPTIONS

3.1 Standard Operating Conditions:
Priming/Residual Volume: <= 10 ml for 500 ml volume pump

<= 9 ml for 270 ml volume pump
<= 4 ml for 125 ml volume pump
<= 3 ml for 65 ml volume pump

Operating Temperature: 310C skin temperature (880F)
Test Solution: 0.9% NaCl
Pressure Source: 6.0 psi
Head Height: 0"

Flow Rate Accuracy: ±1 0% at 95% confidence interval

3.2 Performance Data:              occurred                                                                  
                                                                                                                                
                                                                                                           See Appendix C
                                                        following           

3.2.1 Flow Rate Accuracy

Average Flow
Rate (ml/hr)
% Accuracy
Sid. Dev.

N

100rnlx
1 ml/hr

100rnlx
2 ml/hr

100mix
5 ml/hr

100nnIx
10 mVhr

270mix
2 ml/hr

270mlx
5 mVhr

270mix
10 ml/hr

1.04 2.01 5.27 9.82 2.00 5.40 10.52

104 101 105 98 100 108 105

0.06 0.06 0.05 0.30 0.13 0.15 0.27

            

100 mi x I mi/hr: A      piece sample produced an average flow rate
of 1.04 ml/hr. The faster infusion had an average flow rate of 1.13 ml/hr
and the slowest infusion had an average flow rate of 0.98 ml/hr.

100 ml x 2 mi/hr: A      piece sample produced an average flow rate
of 2.01 ml/hr. The faster infusion had an average flow rate of 2.07 ml/hr
and the slowest infusion had an average flow rate of 1.92 ml/hr.

100 ml x 5 mi/hr: A      piece sample produced an average flow rate
of 5.27 ml/hr. The faster infusion had an average flow rate of 5.33 ml/hr
and the slowest infusion had an average flow rate of 5.20 ml/hr.

100 mi x 10 mi/hr: A      piece sample produced an average flow
rate of 9.82 ml/hr. The faster infusion had an average flow rate of 10.16
ml/hr and the slowest infusion had an average flow rate of 9.49 ml/hr.
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270 ml x 2 ml/hr: A              piece sample produced an average flow rate
of 2.00 ml/hr. The faster infusion had an average flow rate of 2.15 ml/hr
and the slowest infusion had an average flow rate of 1.81 ml/hr.

270 ml x 5 ml/hr: A              piece sample produced an average flow rate
of 5.40 ml/hr. The faster infusion had an average flow rate of 5.64 ml/hr
and the slowest infusion had an average flow rate of 5.26 ml/hr.

270 ml x 10 miffir: A              piece sample produced an average flow
rate of 10.52 ml/hr. The faster infusion had an average flow rate of 10.96
ml/hr and the slowest infusion had an average flow rate of 10.23 ml/hr.

3.2.2 Pressure Source Accuracy

Average
Pressure (psi)
% Accuracy
Std. Dev.
N

100mIx
1 mllhr

100mix
2 mi/hr

100mIx
5 mi/hr

100mix
10 ml/hr

270mIx
2 ml/hr

270mix
5 ml/hr

270mIx
10 mithr

5.79 5.81 6.18 6.14 6.05 6.21 5.67

96 97 103 102 101 104 94

0.07 
  

0.11 0.09 0.16 0.20 0.15 0.08

            

100 ml x 1 ml/hr: A      piece sample produced an average pressure
of 5.79 psi. The highest average pressure was 5.90 psi and the lowest
was 5.72 psi.

100 ml x 2 ml/hr: A      piece sample produced an average pressure
of 5.81 psi. The highest average pressure was 5.92 psi and the lowest
was 5.64 psi.

100 ml x 5 ml/hr: A      piece sample produced an average pressure
of 6.18 psi. The highest average pressure was 6.30 psi and the lowest
was 6.07 psi.

100 ml x 10 ml/hr: A          piece sample produced an average pressure
of 6.14 psi. The highest average pressure was 6.34 psi and the lowest
was 5.97 psi.

270 ml x 2 mi/hr: A      piece sample produced an average pressure
of 6.05 psi. The highest average pressure was 6.40 psi and the lowest
was 5.88 psi.

270 ml x 5 ml/hr: A      piece sample produced an average pressure
of 6.21 psi. The highest average pressure was 6.31 psi and the lowest
was 5.94 psi.

270 ml x 10 ml/hr: A      piece sample produced an average
pressure of 5.67 psi. The highest average pressure was 5.81 psi and the
lowest was 5.61 psi.

3.2.3 Back Pressure (Head         Comparison                        
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3.3 Safety/Alarm Functions

3-3.1 The Homepump C-Series provides a fixed flow and as such is not subject
to fluid runaway conditions similar to that of some electronic pumps.

3.3.2 The Homepump C-Series will not be recommended for any application
that exceeds the minimum internal pressure of the system.

3.3.3 If 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.

3.3.4 This device contains no alarms for flow; however, each set may include
an optional flow indicator component that indicates the flow status of the
device.

3.3.5 This device contains no alarms or indicators to detect air in line or an
occlusion; however, each set may include an integrated air-eliminating
filter.

4.0

5.0

BIOLOGICAL SPECIFICATIONS

4.1 Biological testing is in conformance with ISO 10993 Part 1 for all fluid path
components.

4.2 The Homepump C-Series is categorized as follows:
4.2.1 Device Category: External Communicating Device.
4.2.2 Body Contact: Blood Path, Indirect
4.2.3 Contact Duration: Prolonged

CHEMICAL AND DRUG SPECIFICATIONS

5.1 Compatibility
5.1.1 There are no specific drugs referenced in the labeling for the Homepump

C-Series.

5.1.2 The Homepump C-Series is intended for general purpose drugs and pain
medication.

5.2 Drug Stability
5.2.1 There are no specific drugs referenced in the labeling for the Homepump

C-Series.

6.0 INTENDED USE

6.1 The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

6.2 The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open
(i.e. keep vein open). The Y adapter at the distal end of the administration set
allows piggyback infusions. The routes of administration include intravenous,
subcutaneous and intramuscular.

6.3 The Homepump C-Series is single patient use only.

41
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7.0

8.0

9.0

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

6.5 No testing has been conducted to determine the efficacy of Homepump C-Series
for the delivery of blood, blood products, lipids or fat emulsions. The Homepump
C-Series is not intended for the delivery of blood, blood products, lipids or fat
emulsions.

LABELS AND LABELING

7.1 The proposed labeling changes include adding the optional flow indicator
component of the administration set.

7.2 I-Flow 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.

7.3 The Homepump C-Series Directions for Use labeling:

7.3.1 Provides comprehensive directions for preparation and use for the
Homepump C-Series.

7.3.2 Describes the routes of administration as it relates to intended use.

7.3.3 Contains warning information.

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

7.3.5 Includes the specifications of the Homepump C-Series. The
specifications include the priming volume, residual volume, accuracy and

operating conditions.

7.4 Identification labels and labeling
7.4.1 I-Flow has developed product identification labeling for the Homepump

C-Series. Refer to Appendix B for examples.

7.5 Packaging labels

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

7.6 Appendix C contains predicate labeling for the Homepump C-Series.

STANDARDS

8.1 There are currently no performance standards established for elastomeric infusion
pumps.

PACKAGING

9.1 The Homepump C-Series is packaged in a sealed Tyvek pouch, 24 pouches per
case.

9.2 Packaging is suitable for radiation or ETO sterilization.

9.3 Package aging tests have been conducted on the Tyvek pouch. The results of
bacterial dust challenge testing has determined that the Tyvek pouches used to
package the disposable Homepump C-Series maintains sterility in excess of three
years.

e?21
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10.0 STERILIZATION

10.1 The methods of sterilization are gamma radiation (cobalt 60) or ETO gas.

10.2                                                                                                                                        
                                      

                                                                                                                                    
                      

10.3                                                                                                                                       
                                     

                                                                                                                            
                                                                                                                        
                                                                                               

                                                                                                                                   
                                                                                           

10.4                                                                                                                                 
                                                                                                                                        
                                                                                         

10.5                                                                                                                                         
                                                                                                

                                                                                                  

                                                                                 

11.0 COMPARISON TO LEGALLY MARKETED DEVICES

See Table 1 that follows this section for more specific information.

11. 1 Intended Use

11. 1. 1 There is no change in intended use for the Homepump C-Series. The
Homepump C-Series is indicated for:

11.1.1.1 Continuous infusion of medications for general infusion use,
including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous,
intramuscular and epidural.

11.1.1.2 The KVO model of the Homepump C-Series is intended for
general purpose drug and/or diluent delivery at a sufficient
flow rate to maintain a patient IV line open (i.e. keep vein
open). The Y adapter at the distal end of the administration
set allows piggyback infusions. The routes of administration
include intravenous, subcutaneous and intramuscular.

11.2 Comparison to the original Homepump C-Series

11.2.1 The Homepump C-Series is identical to the original Homepump C-Series
with the exception of the regulator and flow indicator components.

11.2.2 The optional regulator component controls the decreasing pressure of the
Homepump C-Series to a constant 6 psi.
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11.2.3 The optional flow indicator replaces the standard flow restrictor with a
vertical chamber that indicates the flow status of the pump. See the
directions for use in Appendix B for a detailed diagram of the flow
indicator.

11.2.4 Note: The PainBuster Infusion Kit (K980558 and K982946), the On-Q
Infusion Kit (K980558 and K982946) and the Nerve Block Infusion Kit
(K984502) use the Homepump C-Series infusion pumps in their kits.
Neither the regulator nor the flow indicator components change the
intended use of the Homepump C-Series when used in the PainBuster,
On-Q or Nerve Block Infusion Kits.

11.3 Comparison to the 3M IV Flow Regulator

11.3.1 The 3M IV Flow Regulator has a similar pressure regulator component as
the Homepump C-Series.

11.3.2 Both regulator components control the variable pressure source to a fixed
pressure to maintain a constant flow rate.

11.3.3 Both regulator components use                                          to regulate the
pressures.

11.3.3.1                                                                                                    
                                                                          

11.3.3.2                                                                                                      
                                                                                              
                                                                                               
            

11.3.4 The Homepump C-Series diaphragm is pre-set to withstand pressures 6.0
psi or less. When the inlet pressure source is greater than 6.0 psi, the
fluid flowing through the seat applies enough pressure to the exposed
diaphragm to move the diaphragm towards the cap.

11.3.4.1                                                                                             
                                                                       

11.3.4.2                                                                                                    
                                                                                                    
                                                                                               
                    

11.3.4.3 The cycle repeats maintaining a constant 6.0 psi pressure.

11.3.5 The 3M IV Flow Regulator membrane functions similar to the Homepump
C-Series diaphragm. The 3M membrane is not pre-set to a specific
                                                                                                          
                                                                                                              
                                                                                                                      
                   The cycle then repeats as necessary.
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11.4 Specifications

11.4.1 The Homepump C-Series has the same flow rates and fill volumes as the
original Homepump C-Series. The only specification change is that the
optional regulator component establishes a constant 6 psi pressure
source as opposed to a decreasing pressure source.

11.5 Flow Control

11.5.1 The Homepump C-Series and the original Homepump C-Series use
either a glass orifice or PVC tubing to control the flow rate. The optional
flow indicator component establishes a flow status column in addition to
the glass orifice flow restrictor.

11.6 Materials

11.6.1 The Homepump C-Series uses the same fluid path materials as the
original Homepump C-Series with the exception of the regulator and flow
indicator components, see Table 1. All fluid path materials of the
Homepump C-Series are in conformance with ISO 10993 Part 1.

11.7 Based upon the data presented in this section 11.0 and Table 1, I-Flow
Corporation has determined that the Homepump C-Series is substantially
equivalent to the original Homepump C-Series.

UP
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Table 1 (cont.)
Comparison to Legally Marketed Devices
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Table I (cont.)
Comparison to Legally Marketed Devices
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Homepump C-Series Drawings

JQ
FOI - Page 53 of 126



Appendix A
Homepump C-Series

Example Models
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Homepump C-Series

Regulator Diagram
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M Homepump C-Series
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Homepump C-Series

E-Clip Accessory
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Homepump C-Series

Carry Case Accessory
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Homepump C-Series

Carry Case Accessory
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Appendix A
Power Ring Schematic

PLACE POWER RING OVER SYRINGE

POWER RING

SYRINGE

PUSH DOWN ON POWER RING
TO FILL PUMP

rýý IFOI - Page 60 of 126



Appendix B

Homepump C-Series Labeling
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FlowView' Indicator ELASTOMERIC PUMP
PRODUCT INSERT

This product insert provides information on the FlowView indicator.
Refer to the Elastomeric Pump Directions for Use for complete instructions.

Description

The FlowView indicator provides an easy method to view the infusion flow status.

The indicator allows the patient or caregiver to determine if the Elastomeric pump is

infusing or whether it has stopped infusing due to occlusions (both downstream and

upstream) or completed delivery.

Downstream Fluid Column
Occl Sion
Setting

us

tt -Arrow LabelNormal Flow 
SettinAl

Flow from Pump-i 1 i ý, -

-(upstream) Upstream Occlusion
or

Infusion Complete Setting

Flow to Patient
(downstream)

Securing FlowView

Secure the FlowView indicator against the patient's skin with arrow label facing up to
ensure optimal flow rate. Do not tape over FlowView indicator.

Reading Flow Status

The fluid column in the FlowView indicator will move up or down depending on flow status.
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Normal Flow X
When the fluid column is within the normal flow setting
(1) the pump is infusing.

Downstream Occlusion X

If the fluid column is in the downstream occlusion

setting (x) flow has stopped due to an occlusion. -E7 7-1.

Check kinked tubing between the FlowView indicator and the patient access site. If no

kinking is found or if unkinking does not return the fluid column to normal setting, the
caregiver should *be contacted.

Upstream Occlusion/infusion Complete
When the fluid column is in the upstream occlusion
setting (o), there may be an occlusion upstream or
the infusion is complete.

Check for end of infusion. The infusion is complete when the pump is no longer full. A
hard tube can be felt in the middle of the pump.

Upstream occlusion may occur due to:
" closed clamp (open clamp to resume flow)
" kinked tubing (unkink tubing to resume flow)
" clogged filter

To resume flow open clamp or unkink tubing as required. In the case of a clogged filter
it will be necessary to change the pump.

Note
Towards the end of the infusion, the pump pressure will drop causing the FlowView fluid
column to approach upstream occlusion or end of infusion setting. If the fluid level
indicator on the pump is near empty, allow the infusion to continue until the elastomeric
membranes are no longer extended.

A PRODUCT OF

For Customer Service 00-6 
M 

ýýOý
Call: 1.800.448.3569 

European Representative: 
I-FLOW CORPORATION

949.206.2700 CE MPS Medical Product Service GmgH LAKE FOREST, CA 92630
www.i-flowcorp.com 0123 Borngasse 20, 35619 Braunfels, Germany U.S.A.

1302337A
3/9 ;eýJ
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DIRECTIONS FOR 
Offix"

Model Numbers
C060020, COSSM, C100005, C100020, C100050,

C270010,C270020,C270050,C270100

Homepump C-Series

INTENDED USE

The Homepump C-Series is intended for continuous
infusion of medications for general infusion use, including chemotherapy and pain management. Routes
of administration include intravenous, subcutaneous, intramuscular and epidural.

CONTRAINDICATIONS

Not for blood, blood products, lipids or fat emulsions.

CAUTION

2.
3.
4.

5.

6.

7.

8.
9.

DISTAL END CAP

OUTER SHELL

Do not use if package has been opened or is I

damaged or if either protector cap is not in place. VELASTOMERIC
MEMBRANE

The Homepump C-Series is sterile and non- REGULATOR

pyrogenic.
Single Patient Use Only. Do not resterilize. FILTER

Do not overfill the pump. 

-ýý 

ý' )(i CLAMP

Medications administered with this system should
be used in accordance with instructions provided I
from the drug manufacturer. TUBING

It is recommended that the administration set be
changed in accordance with established guidelines.
Epidural administration of analgesics is limited to
use with indwelling catheters specifically indicated for either short-term or long-term nalgesic drug
delivery. Do not use Y adapter with epidural delivery.
If the device is to be used for epidural analgesic drug administration, it should be labeled to differentiate
from other routes of administration. When using this device for epidural drug administration, make
certain only drugs recommended for this route of administration are used.
Do not use while showering, bathing or swimming.
Do not microwave or submerge in water.

DIRECTIONS FOR USE
Use Aseptic Technique

Filling the Elastomeric Pump

1. Close clamp on tubing.
2. Remove protective cap from fill port. Do not discard

3.

4.

5.
6.

7.

cap.
Attach filled syringe to the fill port and inject fluid
into pump. Repeat if necessary.
Do not overfill pump (refer to table on next page for
applicable fill volumes).
Replace fill port cap.

1ý I AJJ01A L U t, CAI I IIJ C11" I CI I IUVIC U1*1.01 end cap LO prime Lhe
tubing. Close the clamp until ready for use.
Attach the Homepump C-Series to the appropriate access site.

&Y 
FILL PORT CAP

FILL PORT
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STARTING THE INFUSION

1. Secure flow restrictorto skin and apply desired dressing.
2. Open the clamp to begin delivering medication.
3. When the elastomeric membranes are no longer extended, infusion is complete; diconnect and dispose of

the Homepump C-Series as instructed by your healthcare provider.

Delivery Time Information for the Homepump C-Series
C060020C066005C100005C100020C100050C270010C270020C270050C270100

Nominal Flow Rate (mvhý).. .. . ....... . .... ._ . .... . ...-2
0.9--

1-ý 1.-5 1
46niiriaI Volum 60 65 10060

=

1001()o
65 65 125

2
125
14
ý 125 335 335 335 335

stained Volume (ml) -3 -3 4 4 <=4 <=9 <=9 <=9 <=9
Approximatelivery Time Fill Volume (ml)Hours Days

69
129_4-0"__"9"4'
189

5 2 1 2 4 129 249
63 64 159

100 249
'

153
51 201

'F26 63 129 249
6 76 153 297
7 88 177
8 100 201
9 112 225
10 249

273
1 12 1 1 297 1

Delivery accuracy is ±1 0% (at a 95% confidence interval) of the labeled infusion period when delivering normal
saline at 880 F (31 OC).

NOTES
1 . The infusion rate for each Homepump, C-Series is labeled on the fill port. Delivery should be started immediately

after filling. Storage of a filling Homepump C-Series unit for more than 8 hours prior to starting infusion may result
in 10% longer delivery time.

2. If a filled Hompump C-Series needs to be stored in the refrigerator or Typical Flow Curve for the

freezer, for any reason, allow the unit to warm to room temperature Homepump C-Serles
before using:
If refrigerated: allow 4 hours for C060020, C065005, C100005, C100020,
C100050; allow 12 hours for C270010, C270020, C270050, C270100.
If frozen: allow 8 hours for C060020, C065005, C100005, C100020, C100050;
allow 24 hours for C27001 0. C270020, C270050, C2701 00. Z

3. Actual infusion times may vary due to:
-fill volumes: See chart above. 100%

-positioning the Homepump C-Series above (increase) or below Dellvory Time

(decrease) the catheter site.
-temperature: the flow restricter (located distal to the filter) should be close to, or in direct contact with, the skin (31*C/88*F).
Temperature will affect solution viscosity, resulting in shorter or longer delivery time. If the Homepump C-Series is used with the flow
restrictor at room temperature (20*C/68*F), delivery time may increase by approximately 25%.
-viscosity and/or drug concentration: The Homepump C-Series is delivery times are based on normal saline. Addition of any drug
or use of another diluent may change viscosity and result in longer or shorter delivery time;use of D5W will result in a 10% longer
delivery time.

4. This product uses DEHP plasticized PVC. Certain solutions may be incompatible with the PVC material used in the
administration set. Consult the drug package insert and other available sources of information for a more thorough

understanding of possible incompatibility problems.
CAUTION APRODUCTOF
Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

For Customer Service European Representative: 
(ýýo 

ýs
Call: 1.800.448.3569 CE MPS Medical Product Service GmbH 

I-FLOW CORPORATION

(949) 206.2700 0123 Borngasse 20, 35619 Braunfels, Germany 
LAKE FOREST, CA 92630

U.S.A.
U.S. Patents: D324,91 1; 5,080,652; 5,284,481. U.S. and Foreign Patents Pending. 130XXXXA

P 

9
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Appendix B
Homepump C-Series

Example Pump Pouch Label

A PRODUCT OF / EINE PRODUKT VON / UN PRODUIT DE / UN PRODUCTO DE

QD

I-FLOW CORPORATION, LAKE FOREST, CA U.S.A.

CONTENTS I INHALT /

CONTENU / CONTENIDO:

PART NO. 40OXXXX

HOMEPUMP C-SERIES
100 ml Vol x 10 ml/hr

A /%6-N __jQý ISTERILE1

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

Manufactured by / Hersteller von European Representative / Europaische Vertretung /
Fabrique par / Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Bomgasse 20, 35619 Braunfels, Germany

130XXXXA

10) ý
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One e Step KVO TM
DISPOSABLE ELASTOMERIC INFUSION SYSTEM

DIRECTIONS FOR USE

EY060005, EY110005
EV060005, EVI 10005

INDICATIONS FOR USE:
The One-Stop KVO is indicated for general purpose drug and/or diluent delivery at a sufficient flow rate
to maintain a patient IV line open (i.e. keep vein open). The Y-site at the distal end of the administration
set allows piggy back Infusions. The routes of administration include intravenous, subcutaneous and
intramuscular.

Single Patient Use.
The One-Stop KVO is sterile and non-pyrogenic. Do not resterilize. Do not refill.

CAUTION
" Do not use if package has been opened or is damaged or if either protector cap is not in place.
" Do not use while showering, bathing or swimming.
" Do not microwave or submerge in water.
" The One-Step KVO tubing is made of DEHP plasticized PVC. Certain solutions may be incompatible with the PVC

material used in the IV administration set. Consult the drug package insert and other available sources of information for
a more thorough understanding of possible incompatibility problems.
It is the responsibility of the healthcare professional to assure that the medication is prepared and administered in
accordance with the drug manufacturer's package insert. It is the responsibility of the healthcare provider to assure that
the patient is educated on the proper use of this product.
Refer to established guidelines for specific recommendations regarding the usage of IV administration sets.

CONTRAINDICATION
This product is not indicated for the delivery of blood, blood products or TPN.
This device is not intended for the infusion of epidural or chemotherapy medications.

4'
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DIRECTIONS FOR USE Use Aseptic Technique
Do not remove from package
until ready to use.

FILLING INSTRUCTIONS
1. Remove the cap from the fill port.
2. The One-Step KVO 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.

3. The maximum fill rate is 10 ml/ second. Refer to
your filling device instructions.

4. During the filling process, the tubing clamp on the
One-Step KVO may be opened or closed. To
expedite the priming of the tubing and filter of the
One-Step KVO, leave the clamp open during filling
and loosen the distal end cap.

5. Fill the One-Step KV0 with no more than the
maximum fill volume (refer to table on back page).

6. Remove the filling device from the fill port and
securely replace the fill port cap.

7. To prime the distal end of the tubing and Y-Site
during the filling process, open the tubing clamp and
loosen the distal end cap. Fluid will slowly begin to
fill the Y-Site. Invert and tap to remove any trapped
air.

or

To expedite the priming process, remove the
Y-Site cap, attach a filling device (or saline filled
syringe) to the end of the Y-Site, loosen or remove
the distal end cap, then flush the Y-Site, invert and
tap the Y-Site to remove any trapped air.

8. Close the tubing clamp and tighten the distal end
caps before transporting or storing the device.

NOTE
The following needleless devices have been tested
with the One-Step KVO with Y-Site; Baxter Interline,
ICU Medical Inc. Clave"O and the B. Braun Medical,
Inc. SafeSiteO. Follow the manufacturers
recommendations for their use.

Do not fill this device with fluids that are incompatible
with the intermittent (piggyback) line medication.

INFUSION INSTRUCTIONS
1 . Allow the One-Step KVO to reach room temperature

before using. For guidelines refer to the table on the
back page.

2. Verify that the tubing clamp is closed.
3. If the tubing and Y-Site need to be primed, open the

clamp and loosen the distal end cap of the Y-Site to
allow air to escape.
Note: The device will prime slowly.

4. To expedite priming the Y-Site, remove the Y-Site
cap, then flush the Y-Site with a saline filled syringe
or other filling device.

5. Replace the Y-Site cap, or attach a needleless
connector or an injection port to the Y-Site.

6. Following your institutional protocol, check the
patency of the IV access device. Do NOT attach the
One-Step KVO if the IV catheter is NOT patent.

7. Connect the rotating distal Luer connector to the
patient's IV access device. Position the Y-Site
connector as necessary, then tighten the rotating
Luer connector until it is secure.
Note: The rotating Luer connector must be securely
tightened to prevent leakage or disconnection from
the IV access device.

8. Begin the infusion by opening the clamp - fluid
delivery will start immediately. If the tubing is
partially kinked, massage the tubing to promote flow.
Note: The One-Step KVO can be attached to the
patient's clothing using an E-Clip (optional) or carded
in the Carrying Pouch (optional) to assist in patient
mobility.

9. When the elastomeric membrane is no longer
extended, the infusion is complete. Approximately
10 ml of fluid may remain in the membrane.
Disconnect and dispose of the One-Step KVO

according to your institution's protocol.
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Medication Administration through the Y-Site of the One-Step KVO
1 . To infuse medication, cleanse the injection site 3. When the medication infusion is complete, close the

according to your institution's protocol. clamp on the intermittent medication line and
2. Connect the intermittent ("piggyback") medication line disconnect from the Y-Site following your institutions

to the Y-Site connector using aseptic technique. protocol.
Begin the intermittent infusion. 4. The One-Step KVO should remain connected to the
Note: Do not close the tubing clamp on the IV access device until the One-Step KVO infusion is

One-Step KVO. complete, or the IV therapy is discontinued.

One*Step 
KVOTm

Fill Port Cap Fill Port 
-, Distal End Cap

E-Clip Rotating
hing)(attaches to clot Luer Cap(optional)

Elastorneric Y-Site Cap

Merribranes"."o

Needleless
Connector
(not included)

Flow Control
Tubing

Clarnp--
Filter

Regulator

Infusion delivery times for the One-Step KVO elastomeric infusion device are
influenced by environmental conditions. The information below is provided to assist
the healthcare provider in understanding these factors.

1. The One-Step KVO can be filled with normal saline
and stored for up to 8 weeks. However, storage of a
filled One-Step KVO unit for more than 8 hours prior
to starting infusion may result in a longer delivery
time. Storage conditions other than the specified
usage condition may affect delivery time.

2. Each One-Step KVO is designed for the infusion

tubing to be worn under the clothing, while the fluid
reservoir can be worn in the manner most
comfortable for the patient. The tubing below the
filter should be close to, or in direct contact with, the
skin (31 OC/880F). Temperature will affect the solution

viscosity, resulting in a shorter or longer delivery
time. If the One-Step KVO is used with the flow
control tubing at room temperature (20OC/680F),
delivery time will be approximately 25% longer.

3. The flow rate of 0.5 ml/hr may be decreased by
infusion of more viscous fluids. Use of D5W will

decrease the flow rate by approximately 8%.
4. If the One-Step KVO is filled with more than the

nominal volume it will infuse at a lower than nominal
flow rate. A One-Step KVO filled with less than the
nominal volume will infuse at a higher than nominal
flow rate. Refer to the fill table on the back page for

appropriate fill volumes.
5. After priming the tubing set of the One-Step KVO,

ensure that the distal end cap and Y-Site cap are

tightened securely to prevent fluid evaporation and
occlusion of the flow control tubing.

6. Check for any tubing occlusion at the clamp site.
After opening the clamp, if the tubing is partially
kinked, squeeze the tubing to facilitate flow.

7. Use extra care when handling frozen units.
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Delivery Times and Fill Volumes
One - 

Stop KVO

EY060005,
EV060005

EY110005,
EV110005

Flow Rate (ml / hr) 0.5 0.5

Nominal Fill Volume (ml) 60 110

Maximum Fill Volume (ml) 65 125

Retained Volume (ml) 10 10

Accuracy :k 10% :t 10%

Time to Reach Room Temperature From Refrigerator: 6 hours 6 hours

[From Freezer: 12 hours 12 hours

Nominal Fill Volumes (ml)

Temperatures Skin Room Skin Room

Approximate Delivery Times 310C 206C 311C 200C

2 days 29 23

3 days 43 33

43

5 days 70 54

6 days 83 63

73

8 days 110

9 days

10 days

Fill Volumes account for device accuracy to ensure device will run for minimum

stated time. Excess volume may remain at the end of the stated delivery time.

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

':or Customer Service
Call: 1.800.448.3569

949.206.2700
www.i-flowcorp.com

U.S. Pat. Nos. D324,91 1:
European Representative: 5,080,652; 5,284,481; and

CEMPS Medical Product Service GmgH Foreign Pat. Pend.
0123 Bomgasse20,36619 Braunfels, Germany Assembled in Mexico

A PRODUCT OF

(REW)e
I-FLOW CORPORATION
LAKE FOREST, CA 92630

USA

130XXXXA
4/99
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Appendix B
One-Step KVO

Example Pump Pouch Label

APRODUCTOF/EINEPRODUKTVON/UNPRODUITDE/UNPRODUCTODE CONTENTS/ INHALT/

CONTENU / CONTENIDO:

I-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART No. 40OXXXX

ONE*STEP KVO
110 ml Vol x 0.5 ml/hr

ISTERILA C 6 N 2
SEE DIRECTIONS FOR USE.
CAUTION: FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Manufactured by / Hersteller von European Representative / Europaische Vertretung
Fabrique par / Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Borngasse 20, 35619 Braunfels, Germany

130XXXXA

(0ý
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Appendix B

PaiinBusterm

INTFENDED USIE

CIDINITENTS
1 each - PainBuster Infusion Pump
1 each - 16GA I.V. Catheter Needle
1 each - 20GA Epidural Catheter Set
1 each - Latex Free 60cc Syringe
1 each - Transparent Dressing
1 each - Medication Label
1 each - Dressing Clip (65/100 ml Vol)

or Carrying Case (270 ml Vol)

The PainBuster Pain Management System is intended to provide continuous infusion of a local
anesthetic directly into an intraoperative site for postoperative pain management. Infusions may
also be administered subcutaneously.

DO NOT USE IF PACKAGE HAS BEEN OPENED OR IS DAMAGED OR IF EITHER PROTECTOR
CAP IS NOT IN PLACE. THE PAINBUSTER IS STERILE AND NON-PYROGENIC.

SINGLE PATIENT USE ONLY. DO NOT RESTERILIZE.

CAUTION
Do not overfill the pump.
Medications used with this system should be administered in accordance with instructions
provided from the drug manufacturer.

CONTRAINDICATIONS
The PainBuster is not intended for intravenous, intra-arterial or epidural drug delivery.
The PainBuster is not intended for the delivery of blood, blood products, lipids or fat emulsions.

DIMEC71C)INIS FaK USE
Use Aseptic Technique

Filling the
Elastomeric Pump
" Close clamp on tubing.
" Remove protective cap from fill port.

Do not discard cap.
" Attach filled syringe to the fill port and inject

fluid into pump (refer to diagram at right).
" Repeat if necessary.
" Do not overfill pump (refer to table on last

page for applicable fill volumes).
" Replace fill port cap.
" Label with the appropriate pharmaceutical

and patient information.
" Open the clamp and remove the distal end

cap to prime the pump (up to 15 minutes).
Close the clamp until ready for use.
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Placing the Catheter

CAUTION: Assure that the catheter tip is not
in a vein or artery.

NOTE: Catheter placement will vary depending
on surgical procedure. Care should be taken
during catheter placement such that occlusion
will not occur during use and that catheter
removal will not be impeded.

WARNING: If catheter tip location cannot
be verified before priming, draw back on the
syringe to check for blood return. Blood
return may indicate the catheter is in a vein
or artery which is unsafe.

U('a

Insert introducer needle through the skin
(approximately 3-5 cm away from wound site)
then push introducer needle into the surgical
wound site.

Remove the needle from the introducer.

Insert the marked end of the catheter through
the hub of the introducer into the wound site
(approximately 5-8 cm).

While holding catheter (a) tightly in place,
remove introducer needle. Assure catheter
placement in wound site.

Attach the catheter connector to the unmarked
end of the catheter. Tighten until catheter
cannot be removed.
Catheter may need to be secured with tape to
maintain catheter placement.

Attach syringe to catheter connector and
prime catheter with local anesthetic.
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Secure catheter by coiling close to insertion
site. Remove backing from one-half of
transparent dressing, center over insertion
site and peel off backing. Then remove
second half over coiled catheter and peel
remainder of backing.

Mach E-Clip to the top of the pump. Secure the
PainBuster pump to the outer dressing, or to the
patient's clothing, with tape or E-Clip as desired.
270 ml Vol includes carrying case instead of E-Clip.

U1

Attach the catheter connector to the pump
tubing. Open the pump clamp to begin
infusion.

Assure that the edges of dressing are adequately
sealed. Secure flow restrictor to skin. The flow
restrictor must not be in contact with cold therapy
pads.
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Delivery Time Information for the PainBuster
65 ml Vol X 100 ml Vol X 270 ml Vol x 270 ml Vol x

0.5iffiffir ýurKjj- - - m pUm-ji- - 11hr pump2 m -T-mlffir -pump
NOMINAL FLOW RATE (ml/hr) 0.5 2 2 5
NOMINAL VOLUME (ml) 100 270 270
MAXIMUM VOLUME (ml) 1ý5 335 335

!ý3 :5A :99 :59
APPROXIMATE DELIVERY TIME FILL VOLUME (ml)
Hours Days
12 0.50 28
18 0.75 40

52 129......
48

........
2 27 100

. ..............
249

60 2.5 33 124 309

96 4 51 201
120

- --
-------5 1-63 1 249

Delivery accuracy is ±1 0% (at a 95% confidence interval) of the labeled infusion rate when
delivering normal saline at 880 F (31 *C) against a back pressure of 40 cm of water.

NOTES:

1. The nominal infusion rate for each PainBuster Pump is labeled on the fill port.
2. Actual infusion times may vary due to:
-viscosity and/or drug concentration.

-positioning the PainBuster pump above (time decreases) or below (time increases) the
catheter site.
-temperature: the PainBuster flow restrictor (located distal to the filter) should be close to, or
in direct contact with, the skin (880F/310C). Temperature will affect solution viscosity, resulting
in shorter or longer delivery time. If the PainBuster is used with the flow restrictor at room
temperature (680F/200C), delivery time may increase by approximately 25%.

3. This product uses DEHP plasticized PVC. Certain solutions may be incompatible with the PVC
material used in the administration set. Consult the drug package insert and other available
sources of information for a more thorough understanding of possible incompatibility problems.

CAUTION

Federal (U.S.A.) law restricts this device to sale by or on the order of a healthcare professional.
Prompt removal of the catheter is advised after infusion is complete to reduce risk of infection. Infusion is complete
when the PainBuster Pump is no longer inflated.

U.S. Patents: D324,91 1; 5,080,652; 5,284,481. U.S. and Foreign Patents Pending.

For Customer Service European Representative:
Call: 1.800.448.3569 CE MPS Medical Product Service GmbH

949.206.2700 0123 Borngasse 20, 35619 Braunfels, Germany

A PRODUCT OF

UTMM'4
I-FLOW CORPORATION
LAKE FOREST, CA 92630

U.S.A. .

130XXXXX
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Appendix B
PainBuster Infusion Kit

Example Kit Pouch Label

A PRODUCTOF / EINE PRODUKTVON / LIN PRODUIT DE / LIN PRODUCTO DE CONTENTS / INHALT /
CONTENU / CONTENIDO:

(Enamos REF PBlOO100
[-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART NO. 50OXXXX

PAINBUSTER INFUSION KIT
100 ml Vol x 10 ml/hr

CONTENTS: 1 each - 100 ml Vol, 10 mi/hr PaInBuster Pump
I each - 1 GGA I.V. Catheter Noodle

I each - 20GA Epidural Catheter Set
I each - 60cc Syringe
1 each - Transparent Dressing

A t,;SN
ISTERILE1

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

Manufactured by / Hersteller von European Representative / Europaische Vertretung
Fabrique par/ Fabricado por: CE Repr6sentent pour I'Europe / Representante Europeo:
[-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Bomgasse 20, 35619 Braunfels, Germany

130XXXXA

1--p
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Appendix B
PainBuster Infusion Kit

Example Pump Pouch Label

A PRODUCT OF / EINE PRODUKT VON / UN PRODUIT DE / UN PRODUCTO DE

I-FLOW CORPORATION, LAKE FOREST, CA U.S.A.

CONTENTS / INHALT /

CONTENU / CONTENIDO: I

PART No. 40OXXXX

PAINBUSTER PUMP
100 ml Vol x 10 ml/hr

A /q5-ý
,,V ISTERILE1

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

Manufactured by / Hersteller von European Representative / Europaische Vertretung /
Fabrique par / Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Borngasse 20, 35619 Braunfels, Germany

13OXXXXA

.'j ý
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NOT FOR ORTHOPEDIC USE
Appendix B

TM

ONP%%.OQ
Pain Management System

DESCRIPTION

CONTENTS

1 each - ON-Q Infusion Pump
1 each - 16GA I.V. Catheter Needle
1 each - 20GA Epidural Catheter Set
1 each - Latex Free 60cc Syringe
1 each - Transparent Dressing
1 each - Medication Label
1 each - Dressing Clip (65/100 ml Vol)

or Carrying Case (270 ml Vol)

The ON-Q Pain Management System is intended to provide continuous infusion
of a local anesthetic directly into an intraoperative site for postoperative pain
management. Infusions may also be administered subcutaneously.

DO NOT USE IF PACKAGE HAS BEEN OPENED OR IS DAMAGED OR IF EITHER PROTECTOR
CAP IS NOT IN PLACE. THE ON-Q SYSTEM IS STERILE AND NON-PYROGENIC.

SINGLE PATIENT USE ONLY. DO NOT RESTERILIZE.

CAUTION
Do not overfill the pump.
Medications used with this system should be administered in accordance with instructions
provided from the drug manufacturer.

CONTRAINDICATIONS
The ON-Q is not intended for intravenous, intra-arterial or epidural drug delivery.
The ON-Q is not intended for the delivery of blood, blood products, lipids or fat emulsions.

q`ý
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DIRECTIONS FOR USE
Use Aseptic Technique

Filling the ON-Q Pump
" Close clamp on tubing.
" Remove protective cap from fill port.

Do not discard cap.
" Attach filled syringe to the fill port and inject fluid

into pump (refer to diagram below). Repeat if
necessary.

" Do not overfill pump (refer to table on next page
for applicable fill volumes).

" Replace fill port cap.
" Label with the appropriate pharmaceutical and

patient information.
" Open the clamp and remove the distal end cap to

prime the pump (up to 15 minutes). Close the
clamp until ready for use.

CAUTION: Assure that the catheter tip is not
in a vein or artery.

Placing the Catheter

NOTE: Catheter placement will vary
depending on surgical procedure.
Care should be taken during catheter
placement such that occlusion will not occur
during use and that catheter removal will not
be impeded.

Remove the needle from the introducer.

Insert the marked end of the catheter through
the hub of the introducer into the wound site
(approximately 5-8 cm).

While holding catheter (a) tightly in place,
remove the introducer. Assure catheter
placement in wound site.

Insert introducer needle through the skin
(approximately 3-5 cm away from wound
site) then push introducer needle into the
surgical wound site.
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Secure catheter by coiling close to
insertion site. Remove backing from
one-half of transparent dressing, center
over insertion site and peel off backing.
Then remove second half over coiled
catheter and peel remainder of backing.

WARNING: If catheter tip location cannot
be verified.before priming, draw back on the
syringe to check for blood return. Blood
return may indicate the catheter is in a vein
or artery which is unsafe.

Assure that the edges of dressing are
adequately sealed. Secure flow restrictor
to skin. The flow restrictor must not be in
contact with cold therapy pads.
Attach E-Clip to the top of the pump.
Secure ON-Q pump to the outer dressing,
or to the patient's clothing, with tape or
E-Clip as desired. 270 ml Vol includes
carrying case instead of E-Clip. 

e)(_ I

Attach the catheter connector to the
unmarked end of the catheter. Tighten until
catheter cannot be removed.
Catheter may need to be secured with
tape to maintain catheter placement.

Attach syringe to catheter connector and
prime catheter with local anesthetic.

Attach the catheter connector to the pump
tubing. Open the pump clamp to begin
infusion.
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Delivery Time Information for the ON-Q Pain Management System

0065005 0100020 0270020 0270050

NOMINAL FLOW RATE (ml/hr) 0.5 2 2 5
NOMINAL VOLUME (ml) 65

.
100

. ........... ..
270 270.............. I ...' .............. ....................................... 1 11 -.1-11 11-1 ....

MAXIMUM VOLUME (ml)
..

65 125 335 335
kid 

VO-LU'M_ 
E lm 1) :53 _-ý4 .59

.. .. .. .. . .... .
:59

APPROXIMATE DELIVERY TME FILL VOLUME (ml)
Hours Days
12 0.50 28
18
24 52 129....... ..........
48

.
2 27 100

. ..... . ....... .
249

:Z 24 309
72 3
96 1 4 51 1 201

1 120 1 5 63 1 249

Delivery accuracy is ±1 0% (at a 95% confidence interval) of the labeled infusion rate when
delivering normal saline at 880 F (31 OC) against a back pressure of 40 cm of water.

NOTES:

1. The nominal infusion rate for each ON-Q Pump is labeled on the fill port.
2. Actual infusion times may vary due to:

-viscosity and/or drug concentration.

-positioning the ON-Q pump above (time decreases) or below (time increases) the catheter
site.
-temperature: the ON-Q flow restrictor (located distal to the filter) should be close to, or
in direct contact with, the skin (880F/310C). Temperature will affect solution viscosity, resulting
in shorter or longer delivery time. If the ON-Q is used with the flow restrictor at room
temperature (68OF/200C), delivery time may increase by approximately 25%.

3. This product uses DEHP plasticized PVC. Certain solutions may be incompatible with the PVC
material used in the administration set. Consult the drug package insert and other available
sources of information for a more thorough understanding of possible incompatibility problems.

CAUTION

Federal (U.S.A.) law restricts this device to sale by or on the order of a healthcare professional.
Prompt removal of the catheter is advised after infusion is complete to reduce risk of infection. Infusion is complete
when the ON-0 Pump is no longer inflated.

U.S. Patents: D324,91 1; 5,080,652; 5,284,481. U.S. and Foreign Patents Pending.

For Customer Service European Representative:
Call: 1.800.448.3569 CE MPS Medical Product Service GmbH

949.206.2700 0123 Bomgasse 20, 35619 Braunfels, Germany

A PRODUCT OF

QtEi2m,4
I-FLOW CORPORATION
LAKE FOREST, CA 92630

U.S.A. _o
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Appendix B
On-Q Infusion Kft

Example Kit Pouch Label

A PRODUCT OF I EINE PRODUKT VON / UN PRODUIT DE I UN PRODUCTO DE CONTENTS / INHALT /
CONTENU / CONTENIDO: 1

(.1ii0ce REF Q100100
I-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART NO. 50OXXXX

ON-Q INFUSION KIT
100 ml Vol x 10 ml/hr

CONTENTS: 1 each - 100 mi Vol, 10 ml/hr On-0 Pump
1 ewh - 16GA LV. Catheter Needle
1 each - 20GA Epidural Catheter Set
1 each - 60cc Syringe
I each - Transparent Dressing

ISTERILE1A!
SEE DIRECTIONS FOR USE
CAUTION: FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Manufactured by / Hersteller von European Representative / Europaische Vertretung
Fabrique par / Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Bomgasse 20, 35619 Braunfels, Germany

13OXXXXA

4*') /-)
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Appendix B
On-0 Infusion Kit

Example Pump Pouch Label

A PRODUCT OF / EINE PRODUKT VON / LIN PRODUIT DE / LIN PRODUCTO DE

(IfUN)v

I-FLOW CORPORATION, LAKE FOREST, CA U.S.A.

CONTENTS / INHALT /
CONTENU / CONTENIDO:

PART NO. 40OXXXX

ON-Q PUMP
100 ml Vol x 10 ml/hr

A ,V ISTERILE1 j 2
/'6N

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

Manufactured by / Hersteller von European Representative/ Europaische Vertratung /
Fabrique par/ Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Borngasse 20, 35619 Braunfels, Germany

13OXXXXA

91;
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Nerve Block Infusion Kit DIRECTIONS FOR USE

INTENDED USE

The Nerve Block Infusion Kit is intended to provide continuous infusion of a local anesthetic near a nerve for regional anesthesia
and pain management for pre-operative, perioperative and postoperative general and orthopedic surgery. Additional routes of
administration include percutaneous, subcutaneous, epidural and into the intraoperative site and synovial cavity.

CONTRAINDICATIONS

This system is not designed for intravenous or intra-arterial drug delivery. Not for blood, blood products, lipids or fat
emulsions.

U1JA0IIL11L1f%_0

DISTAL END CAP" Single Patient Use. Discard after use. FILL PORT CAP

" Do not overfill pump.
" Medications administered with this system should be used FILL PORT

in accordance with instructions provided from the drug
manufacturer. FLOW UTER SHELL

RESTRICTOR

ELASTOMERIC
MEMBRANE

REGULATOR

FILTER

DIRECTIONS FOR USE 
7 r-Use Aseptic Technique ? 

CLAMP

FILLING THE ELASTOMERIC PUMP:

1 . Close clamp on tubing. 
V 

TUBING

2. Remove protective cap from filling port.

3. Attach filled syringe to the fill port and inject fluid into pump. Repeat if necessary. Do not over fill pump (refer to table for
applicable fill volumes). Replace fill port cap.

4. To prime the tubing, open the clamp on the tubing and allow fluid to fill the tubing. Close clamp until ready for use.

r?
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INTRODUCER NEEDLE DIRECTIONS:

1 . Withdraw stylet from insulated needle and attach hemostasis valve assembly by rotating the luer lock collar clockwise
onto needle hub. Orientation of hemostasis valve assembly tubing can be adjusted by loosening the luer lock collar,
adjusting direction of tubing and re-tightening the collar.

2. Attach syringe filled with normal saline or anesthetic solution to proximal hub of hemostasis valve assembly tubing. Prime
tubing, valve and needle with solution.

3. If a peripheral nerve stimulator is used, attach its electrode pin to the hookup wire connected to the insulated needle.

4. After raising a skin wheal with anesthetic agent, introduce the needle through the puncture site towards the targeted
neurovascular bundle at an angle of about 30* (some authors suggest an angle of 10-20*).

5. Advance the needle in the direction of the nerve until visible muscle contractions occur in the innervated area. Reduce the
current and optimize needle position until muscle contracfions occur at lower current levels. The tip of the needle has
reached an optimal position when noticeable contractions occur at a current of approximately 0.2mA (higher current levels
may be required for certain lumbar blocks). Aspirate for possible intravascular placement.

6. Following negative aspiration, a test dose of local anesthetic can be injected through the extension tubing. Muscle
contractions should cease within 5 to 10 seconds. Prior to indwelling catheter placement, the desired dose of anesthetic
agent can be injected through the hemostasis valve assembly tubing.

7. The pink plastic threading assist guide should be removed from the indwelling catheter. The catheter should then be
inserted through the hemostasis valve. It will continue through the valve and through the insulated Tuohy needle. Insert
catheter to desired depth. Hold the catheter in place and slowly remove the insulated needle/ hemostasis valve assembly.

8. Introduce the proximal end of the catheter as far as possible in the central opening of the transparent screw cap of catheter
connector. Tighten screw cap firmly until catheter can no longer be withdrawn (usually 2+ rotations).

9. Tape catheter(s) securely in place. Apply appropriate dressing to catheter site. Aspirate, prime and administer additional
anesthetic as needed.

INSULATED TUOHY NEEDLE

MOIALE LUER LOCK ADAPTER

NEEDLE INSULATION

HEMOSTASIS VALVE ASSEMBLY
('ATWF:TF0

MAIL E LUER
LOCK ADAPTER

NEEDLE PORT

ALLIGATOR CLIP

HOOKUP WIRE

CURRENT RECEIVE SOCKET

50
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Appendix 8

STARTING THE NERVE BLOCK SYSTEM:

1 . Open the clamp to begin delivering medication.
2. Secure flow restrictor to skin and apply desired dressing.
3. Secure Nerve Block pump to the outer dressing with tape or E-Clip as desired.

Delivery Time Information for the Nerve Block pump
NU

OW020

N5

065005

NU

1DO020

N5

100005

NU

'25050

NB

27001D

NU

270020

NU

270050

NtJ

2701DO

NO

5001DO

1UHn-aTMW Rate (ml/hr) 0.5 5 1 2 5 10

P 6 m166f 
Vo'' 

I u r 
n* - -a' 

('r 
r-, 1)-,

6-0
' "65' 100"

100 1 25 2 70 270 27 
1. 
0
---1-- 

27 
1 
0 50 

.. 
0

14ýýirnum 
Violurrelrd)-,

65 65 125 125 12 
1 
5 
ý

335
1 
335

1� 
33 

. 
5

- 
3 
. 
35

..- 
5 
1 
00

lun*e (ml) -3 -3 -4 <=4 -4 <--9 <--9 <=10

Approximate Delivery Time
Fill Volume (ml)

Hours Days

69

0.5 21 .28 64 1 
... 
2 
. 
9

1 8924'
_61 52 _1ý4

129--.

30 '63 64 159 31 0

249 4 9 0
2.6 33 124

96''
201

63 129 249

6 76 153 297
7 88 177

8 100 201

9 112 225

10 249

273
12 207

Delivery accuracy is ±1 0% (at a 95% confidence interval) of the labeled infusion period when delivering normal
saline at 880 F (31 OC).

NOTES:
1. The infusion rate for each Nerve Block pump is labeled on the fill port. Flow rates from 0.5 ml/hr to 2 ml1hr are for small

nerve block sites while flow rates from 5 ml/hr to 10 ml/hr are for larger sites.

2. Actual infusion times may vary due to:

-viscosity and/or drug concentration.

-fill volumes.

-positioning the Nerve Block pump above (increase) or below (decrease) the catheter site.

-temperature: the Nerve Block flow restrictor (located distal to the filter) should be close to, or in direct contact with, the skin
(31 IC/88*F). Temperature will affect solution viscosity, resulting in shorter or longe-r-d-eTiv-ery time. If the Nervie-Rock pump
is used with the flow restrictor at room temperature (20OC/680F), delivery time may increase by approximately 25%.

3. This product uses DEHP plasticized PVC. Certain solutions may be incompatible with the PVC material used in the
administration set. Consult the drug package insert and other available sources of information for a more thorough
understanding of possible incompatibility problems.

Infusion is complete when the Nerve Block pump is no longer inflated.
CAUTION

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

For Customer Service European Representative:
Call: 1.800.448.3569 CE MPS Medical Product Service GmbH

(949) 206.2700 0123 Borngasse 20, 35619 Braunfels, Germany

APRODUCTOF

I-FLOW CORPORATION
LAKE FOREST, CA 92630

U.S.A.

130XXXX
12/98
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Appendix B
Nerve Block Infusion Kit

Example Kit Pouch Label

A PRODUCT OF / EINE PRODUKT VON / UN PRODUIT DE / UN PRODUCTO DE CONTENTS / INHALT /
CONTENU / CONTENIDO:

REF NBlOO100
I-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART NO. 50OXXXX

NERVE BLOCK INFUSION KIT
100 ml Vol x 10 ml/hr

CONTENTS: I each - 100 ml Vol, 10 ml/hr Nerve Block Pump
I each - 18GA x 2 Inch Touhy Needle
I each - 20GA Epidural Catheter Set
I ewh - 60cc Syringe
I each - Transparent Dressing
I enh - H*mostesis Valve Assembly
I each - Hookup Wre

ISTERILE1A
SEE DIRECTIONS FOR USE
CAUTION: FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Manufactured by / Hersteller von European Representative / Europsische Vertretung /
Fabdque par / Fabricado por: CE Repr*sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Borrigasse 20, 35619 Braunfels, Germany

130XXXXA

'5ý
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Appendix B
Nerve Block Infusion Kit

Example Pump Pouch Label

APRODUCTOF/EINEPRODUKTVONIUNPRODUITDE/UNPRODUCTODE CONTENTS/ INHALT/

7^ 

ID 

CONTENU / CONTENIDO: 1

I-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART NO. 40OXXXX

NERVE BLOCK PUMP
100 ml Vol x 10 ml/hr

A e6N
Qý STERILE

SEE DIRECTIONS FOR USE.
CAUTIOM FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Manufactured by I Hersteller von European Representative / Europaische Vertretung /
Fabrique par / Fabricado por: CE Repr6sentant pour I'Europe / Representante Europeo:
I-Flow Corporation 0123 MPS Medical Product Service GmbH
Lake Forest, CA 92630 U.S.A. Borngasse 20, 35619 Braunfels, Germany

130XXXXA

&ý Y
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Appendix B
Pump Flow Rate Labels

42-
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4X R.03

,,-- 0.875
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0.875
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Appendix C

Homepump C-Series

Performance Data

e3(0

FOI - Page 95 of 126



Appendix C
Hornepump C-Series

Performance Data
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Appendix C

Homepump C-Series

Performance Data

M Cn
z

m a.
CL EME cj

X
CL

UL 
E

0 0

E
T V      

W
       
     0)

E >

0

(D

E U)%4)>
M 0

:3 0

>
M M

E *U- E

w
> w UJ

S 0 0) 0 0

W
> r.;

C.'i

0
C

-j
LL

      

   

            
           

                       
  
            

    
  

  
  

       

    
  
    

  
   

  
          

  
      

    

               
  

            

  
         

   
  
   

  
    

   

      
      

   
         

              

  
      

   
     

      
  

              

                           
       

                 

   
              

       
      

        

    

           

(D'             tX W
& I aE
CO

XM 0
> 12

0 2 z < (0

IT
>

  -C5

0

   
  

   

  

   

          
                 
(jq/ILU) alum -0121 lv4uGwGj*uj

FOI - Page 97 of 126

(b)(4)

(b)(4)

(b)(4)

(b)(4)



Appendix C
Homepump C-Series

Performance Data
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Appendix C

Homepump C-Series

Performance Data
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Appendix C

Homepump C-Series

Perfbrmance Data
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Appendix C

Homepump C-Series

Performance Data
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Appendix C

Homepump C-Series
Performance Data
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Appendix C

Homepump C-Series

Performance Data
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Appendix C
Homepump C-Series

Perfbrmance Data
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Appendix C

Homepump C-Series

Perfoffnance Data
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Appendix C

Homepump C-Series

Performance Data
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Appendix C

Homepump C-Series

Pertbrmance Data
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Appendix C

Homepump C-Series
Performance Data
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Appendix C

Homepump C-Series

Performance Data
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Appendix D

Predicate Labeling
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Appendix D
Predicate Labeling

Hornepurnp C-Series Predicate Labeling
The following contents are example labeling from the Homepump C-Series 65ml Volume, 0.5 mllhr
flow rate model:

" P/N 111111 - Directions for Use

" P/N 1301712 - Flow Rate Label

" P/N 111112 - Pouch Insert

" P/N 1301758 - Pouch Label

" P/N 1301757 - Inner Box Label

" P/N 1301759 - Shipper Box Label

k 
0'4
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Appendix D
Predicate Labeling

&OMEPUMPt
ELAS70MM WNW" XYX=

DIRECTIONS FOR USE
,%'Oý-SERIES MODELS: C468020, COMM, C100=0,

C125050, C7M`10, C270020, C270100
The Homegump Disposable Elastameric infusion System is designed for use by ambulatory patients.

It The Homepump is indicated for continuous delivery of medications through intravenous, intria-arterial. submitaneous or spidurn routes.
It The Homepump is not intended for the dekvofy of blood. blood products or 7PN.

The Homepump tubing is mods of DEHP plasticized PVC.
Epidural Administration: Epidural infusion of analgesics is limited to use of indweilling cathaters specifically designed for spidurel delivery.
To prevent infusion of drugs not Indicated for opidurai use, do not use IV set with additive PoM. It 18 11111110111191Y 9001 Im thlot rim.,

usW for administrabon of madicallain via spidural routes be clearly diftrantiated from @A other inhision drilices.
Warning: EpIdural administration of drugs other than those indicated for opidural u" could resuft In sairious injury to the pa6ent.
it Is the responsibility of the pharmacist to assure, that the medication is prepared and administered In accordance with ft drug
manufacturer's pacitago insert It Is the responsibility of the healthcare provider to assuire the patent Is educabed on the p opoi use of this
product.
Rotor to Center for Diveaso Control Guldekno for Provendon at Intnwonous Thompy-minted Inftdons tar specific recommendations
regarding the usage of IV admionistivitlon sots.

" Do not use while showering, -balthing, or swimming.
" Do not microwave or submerge in water. Deem &ND
" Do not rouse. CAP

Use ass"a technique.
1 . Remove filled Homepump from protective plastic bag and verify that the clamp on the

tubing is closed.
2. Remove distal and cap from tubing. Open clamp. Fluid will fill the tubing set. When

all air has been expelled from the tubing set. close clamp.
3. Attach the Hornepump tubing to the appropriate access site. as instructed by your

healthcare provider.
4. Begin infusion by opening the clamp.
5. When the elasitomeric membrane is no longer extended, infusion is complete;

disconnect and dispose of the Hornepump as instructed by your healliticare provider.

Eftate of Environmemi Factors (such an earagoi time, tolsipsirature, soiudon viscosity,
bwkpnmsum, andfor fill voium) on infusion Doliveiry T1

The information below will assist the healthcare provider in understanding thaw factors:
1 . C-Series Hornepurnp delivery should be started immodisitely after filling. Storage of a filled Hornepump unit for more than 6 hours prior

to starting infusion may result In a 10% longer delivery time.
2. If a filled Homepump unit needs to be stored in the refrigeraitor or froeur, for any reaso , allow the unit to warm to row temperature

before using: If afterated, allow 4 hours for COMMO, C065005. C100020, C125050: allow 12 hours for C270010, C270M. C270100.
If frozen allow 8 hours for COMM. C065W , C100M, C12MM; adow 24 hours for C270010. C270020, C270100.

Note: Delivery time can increase significantly as a result of extended storage time.
3. The C-Series Homepump System is designed for the infusion tubing to be wom under the clothing, while the Homepump reservoir can

be worn in the manner most comfortable to the patient. The Homepurno flow restricter (located distal to the filter) should be close to
or in direct contact with the skin (310CASSOF).
Temperature will affect solution viscosity, resulting in shorter or longer
delivery time. If the Homepump is used with the flow restrictar at room Delivery Time information
temperature (20"C168"IF), delivery time will Increase by 25%. for C41orlso Honimpunlips

4. Homepump delivery times are cased on normal saline. Adc on of
any drug or use of another diluent may change viscosity and result in
longer or shorter delivery time. use of DSW will result in a 10% longer
delivery time.

5. When administering through a central intravenous, arterial, or epidurall
catheter. follow the instructions provided by the catheter manufacturer.
The length, diameter, and position (pressure at catheter tip) may affect
delivery time.

6. A Hornepurnp filled with more Typ" Floor Cwft ftr a

than the nominal volume will
infuse at a lower than nominal
flow rate.
A Homepump filled with less than
the nominal volume will Infuse at
a higher than nominal flow rate.
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Appendix D
Predicate Labeling
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Appendix D
Predicate Labefing

(47W)

HoMEPUMP.,
OMPC&MMRABUXMMNNU"

FOR SINGLE USE ONLY
" FkAd palthway and areas under

undieftwbod ProboaWo caps; are
olerm and noripyrovenic.

" 00 not MIMS from paOM99 until
ready for use.

" Do not Use if previously opened or
damaged.

" Sao Directions for Use in the
dispenser box.

" Storage: 10*401C,
104M relative humidity.

INFUSIONSGEMT ZUR
EIIIIIIIIALIM VIRVAMUNG
" AWSWUMundilly."anh lftk

9111110"M
" Nkft venvendon, wenn

SdPitzkopW aboaftlion odor
gollocitart Sind odor wenn Packung
boach6ft isL

" Sift Gabrauchsanweisung in der
Sommollpackung beachten.

" Lagairung: 100-40*C,
104XM Luftfouchtigkod.

DIFFUSEUR PORTABLE A USAGE
UNIQUE
" SIMIle, opyrog6ne.
" V6rftr l'int6gritili du protectour
how U61 avant usage.

" So Willirer au mods d'emploi dans
l'oft Wqe do protection.

" Conserver a I 0*-40*C,
10410% humiditili.

SOWA DE INFUSION PARA UN
saw U310
" Sat ý ", apir6oona.
" Me utillim si el onvase unitario no
sea integ. .

" CAmsoulitar 91 modo do emploo an Is
clog dispenswore.

" Conserver a I 0'-40*C,
104K)% hurnedad.

I STERILE I EO 1

A PRODUCT OF

14CLOW CORPORATION
LAKE FOREST, CA $2930

USA

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

U.S. Pat. Nos. 0324.911; 5,080.652:
5.105,963. and Foreign Pat. Pend.

Assembled in Mexico 111112, Rev. 8

TrTLE. C-Series poudi insert

onwo
NO: 111112 REV: B

SHT PRINTED
3 OF 4 AT 100

106
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Appendix D
Predicate Labeling

PRODUCT OF / EINE PRODUKT VON I LIN PRODUIT DE / LIN PRODUCTO OFE CONTENTSIINHALT/
CONTENU/CONTENIDO: 1

REF C065005
I-FLOW CORPORATION, LAKE FOREST, CA U.S.A. PART NO. 5001013

Homepump 
ECLIPSE" C-Series

65 ml Volume, 
0.000 

ml/hr

A! (Z ISTERILEFE07 2
CAUTION: FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICLAN

SEE DIRECTIONS FOR USE.
MwmftcWM by i Herswier von i Eumpam ftwessrown i Europenem verwoung i
Fablow Pair i Fabnceac Por: R 

- - 
--MM ocw Mumps i R p, i t- Ew-opeo:

I-Flow Corpomon CE MPS Medical Prod= SerAce GmbH
Lak* Forest CA 92630 U.S.A 0123 Bomgesso 20. 35619 Braunfels. Germany

13MMS

k0b
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1ýe leasable 5 1 0(k) Details

U & OLFIDLL
Device Classification Name

510(k) Number
Device Name
Applicant

Contact
Product Code
Date Received
Decision Date
Decision
Classification Advisory
Committee
Review Advisory Committee
Type

CONTROLLER, INFUSION. INTRAVASCULAR.
ELECTRONIC
K896907

3M IV FLOW REGULATOR
3M CO.
1120 RED FOX ROAD
ST. PAUL, MN 55112
VON BUSCH
LDR
12/08/89
02/26/90

Substantially Equivalent

General Hospital

General Hospital
Traditional

Appendix D
Predicate Labeling

(Database Updated February 5, 1999)
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Predicate Labeling

The3M
T"I

IVV low RellgdMr

The accuracy of an electronic infusion
device in a gravity IV flow regulator.

In clinical tests, the 3M W Flow
Regulator not only held the set rate
throughout patient position changes far
more successfullv than other gravity flow
devices tested. its rate accuracv was
comparable to electronic infusion devices.

The 3M IV Flow Regulator is designed
for use in gravity flow situations where the
satetv and security of a constant. accurate
IV flow rate is desired, but the more
specialized features of an electronic
infusion device are not needed and available.

Ile 3M IV Flow Regulator features a
unique patented oscillating membrane.

The pressure -sensitive membrane
responds to fluctuations in pressure
and compensates to provide constant
volumetric output and maintain the set
flow rate within ±10%.

Saves you valuable time.
Set it once. and the rate remains

constant. The proven accuracy of the 3M
W Flow Regulator frees you t6 concentrate
on your patients. not their equipment. The
"M W Flow Regulator offers easy, accurate
gravity flow control that enhances safety
and saves you valuable time.
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Compensates for factors wM& affect
gravity flow.

The 3M IV Flow Regulator is
individually calibrated to existing
patient conditions and fluid viscosity
when the rate is set. and will

sell-adjust to compensate for factors that
affect W flow rate such as:

patient movement
ongoing patient venous pressure
chan s
nuid tad-height changes

Works in a wi& variety of
appllications.

The 3M IV Flow Regulator's size,
weight and design make it

conven-ient fbr use with ambulatory patients
in the hospital or home. It can
be used for a wide range of clinical
applications including antibiotics,
chemotherapy and lipids with either
peripheral or central lines.

with the 3M IV Flow Regulator
working for you, you'll have more
time to devote to other professional
duties. The 3M IV Flow Regulator,
flowing with advanced technology
for superior patient care.

For additionA inklruntion, cal.

Set it once and the rate remains
constant.

The 3M IV Flow Regulator
fea-tures a unique oscillating membrane

that automatically responds to
changes in pressure. It eliminates
the need to manually readjust flow
settings to compensite for changes
in pressure. such as those caused
by patient movement.

03M, July 1990

70-2008-4692-4 (70.7)ii

1-800-336-7657 or write:
AVI, Inc.
3M Health Care
1120 Red Fox Road
St. Paul, MN 55112

in C=4 contact
3M Canada, Inc.
PO. Box 5757
London, Ontario N6A 4TI
1-800-265-0446

hwvadon wodft for yw

AVI, Inc.
3M Health Care
1120 Red Fox Road 3M
St. Paul, VIN 55112

Specillkadons aW Ordering
fi&mdm for tk 3M IV Flow
RAn&&
* Model Number 27000
* 18" extension set
* Kink-resistant tubing
I Y-injection site

* 2 piece luer-lock
48 units/case

Win dw specialized Wtures
of an electronic infusion device are
needed...
3M AVI offers a full line of

infusion therapy products designed
to meet your clinical needs. AV!
Volurnetric Infusion Pumps feature
the unique AVI cassette and

pump-ing mechanism, ±2% accuracy, easy
upline air removal without violating
the sterile fluid path, variable
occlusion pressure detection with
virtually no bolus, and continuous
non-pulsatile flow.

Cross-sectional view of membrane
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I n c I I n ical tests. t he _3M IV
Flow Regulator not only, held
the set rate throughout
changes in patient position
far more successfully than
other gravity flow devices
tested. its rate accuracv was
comparable to electronic
infusion devices.

The 3M IV Flow Regulator
features a pressure -sensitive
membrane that responds to
fluctuations in pressure and
automatically compensates to
provide constant volumetric
output and maintain the set
now rate within ±10%.

n 
opcilmy

e "..
(&.qn ac 

0
...Leh6e ftOWC

0 0 0

h&siondevicem
a gravity IV flow

1"Ilhmltu,,ulatoc

f%wns=qhe1psyousait

Set it once and the rate remains
constant.
The 3M IV Flow Regulator
is individually calibrated to
existing patient conditions
and fluid viscositv when the
rate is set, and wfil self-adjust
to compensate for factors that
affect fV flow rate such as:- patient movement

ongoing patient venous

g 
ressure changes- uid head-height changes

The 3M IV Flow Regulator's
size, weight, and design make
it convenient for ambulatory
patients. It can be used for a
wide varlety of clinical

appli-cations incfuding antibiotics.
chemotherapy and lipids with
either peripheral or central
lines.

The 3Af /I/ Row
Revulatoi-ýearia-es a unique oscillating

membiane that i-apid1v and
autoinatical1v tesponds to
Chan,ves in pi-essui-e. It

elimi-liates the need to manuallv
lea(iiustfioiv setrinýgs to

com-pensate. lot- chanzes in
pi-es-s ime, such as those caused bi,

patient movement.

time.
Most gravity flow rates can
vary as much as 50%. And the
time you spend checking
and rechecking can add up to
more than 15 minutes per
patient,per shift.

With the 3M IV Flow
Regulator you have accuracyyou can count on. So you're
free to concentrate on
your patients, not on their
equipment.

Whether hospital or
home care, the 3M IV Flow
Regulator offers easy, accurate
gravity flow control that
enhances.safety and saves you
valuable time.

k(;ý-
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I-FLOW
CORPORATION

April 29, 1999

20202 Windrow Drive
Lake Forest, CA 92630
(800) 448-3569 (949) 206 2700
Fax (949) 206-2600

SUMMARY OF SAFETY AND EFFECTIVENESS

Trade Name: Homepump C-Series and Homepump C-Series One-Step KVO

Common Name: Elastomeric Infusion Pump

Classification Name: Pump, Infusion, Elastomeric

All questions and/or comments concerning this document should be made to:

Robert J. Bard, Esq., R.A.C.
Vice President of Regulatory and Legal Affairs

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

Telephone: 949.206.2700
Fax: 949.206.2600

Page I of 4
FOI - Page 123 of 126



Premarket Notification - 51 0(k)
Homepump C-Series

Summary of Safety and Effectiveness
Page 2 of 4

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 Corporation is adding two new optional components to the
Homepump C-Series (K944692).

1.1.1.1 Regulator (optional)
1.1.1.1.1 The optional regulator controls the decreasing

pressure (14 to 9 psi) of the Homepump
C-Series to a fixed 6.0 psi.

1.1.1.2 Flow Indicator (optional)

An optional flow indicator component
incorporates a flow status column indicator with
the glass orifice flow restrictor.

Note: The PainBuster Infusion Kit (K980558 and K982946), the On-Q
Infusion Kit (K980558 and K982946) and the Nerve Block Infusion Kit
(K984502) use the Homepump C-Series infusion pumps in their kits.
Neither the regulator nor the flow indicator components change the
intended use of the Homepump C-Series when used in the PainBuster,
On-Q or Nerve Block Infusion Kits.

2.0

1.2 Statement of Equivalence

1.2.1 The Homepump C-Series is substantially equivalent to the existing I-Flow
Homepump C-Series (K944692) and the 3M IV Flow Regulator (K896907).

PHYSICAL SPECIFICATIONS AND DESCRIPTONS

2.1 Description of Device

2.1.1 The Homepump C-Series is an elastomeric infusion pump with an integrated
administration set.

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

2.1.3 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.

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

2.2 Product Configuration

2.2.1 Homepump C-Series models are available in fill volumes from 50 to 500
ml and flow rates from 0.5 to 10 ml/hr. The One-Step KVO models of the
Homepump C-Series have an optional Y-site and optional check valve
attached to the distal end of the administration set.

2.2.2 The following accessories are available: carry case, E-clip and power
ring.

2.3 Components and Materials

All fluid path materials are in compliance with ISO 10993 Part 1.

16
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Homepump C-Series

Summary of Safety and Effectiveness
Page 3 of 4

2.4 Power Requirements

2.4.1 The Homepump C-Series is a mechanical device that utilizes elastomeric
membranes for power. No additional external power is required.

3.0 OPERATIONAL SPECIFICATIONS AND DESCRIPTIONS

3.1 Standard Operating Conditions:
Prim ing/Resid ual Volume:

Operating Temperature:
Test Solution:
Pressure Source:
Head Height:
Flow Rate Accuracy:

<= 10 ml for 500 ml volume pump
<= 9 ml for 270 ml volume pump
<= 4 ml for 125 ml volume pump
<= 3 ml for 65 ml volume pump
31"C skin temperature (880F)
0.9% NaCl
6.0 psi
oil

±10% at 95% confidence interval

3.2 Flow Rate and Pressure Performance Data: Testing occurred at standard
operating conditions. All models produced an average flow rate and pressure
within the ±10% accuracy claim.

3.3 Safety/Alarm Functions
3.3.1 The Homepump C-Series provides a fixed flow and as such is not subject

to fluid runaway conditions similar to that of some electronic pumps.

3.3.2 This device contains no alarms for flow; however, each set may include
an optional flow indicator component that indicates the flow status of the
device.

3.3.3 This device contains no alarms or indicators to detect air in line or an
occlusion; however, each set may include an optional, integrated

air-eliminating filter.

4.0

5.0

BIOLOGICAL SPECIFICATIONS
4.1 Biological testing is in conformance with ISO 10993 Part 1 for all fluid path

components.

CHEMICAL AND DRUG SPECIFICATIONS

5.1 Compatibility
5.1.1 There are no specific drugs referenced in the labeling for the Homepump

C-Series.

6.0 INTENDED USE

6.1 The Homepump C-Series is intended for continuous infusion of medications for
general infusion use, including chemotherapy and pain management. Routes of
administration include intravenous, subcutaneous, intramuscular and epidural.

6.2 The KVO model of the Homepump C-Series is intended for general purpose drug
and/or diluent delivery at a sufficient flow rate to maintain a patient IV line open
(i.e. keep vein open). The Y adapter at the distal end of the administration set
allows piggyback infusions. The routes of administration include intravenous,
subcutaneous and intramuscular.

 1 (0
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Homepump C-Senes

Summary of Safety and Effectiveness
Page 4 of 4

6.3 The Homepump C-Series is single patient use only.

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

6.5 No testing has been conducted to determine the efficacy of Homepump C-Series
for the delivery of blood, blood products, lipids or fat emulsions. The Homepump
C-Series is not intended for the delivery of blood, blood products, lipids or fat
emulsions.

7.0 STANDARDS

7.1 There are currently no performance standards established for elastomeric infusion
pumps.

8.0 PACKAGING

8.1 Packaging is suitable for radiation or ETO sterilization.

9.0 STERILIZATION

9.1 The methods of sterilization are gamma radiation (cobalt 60) or ETO gas.

10.0 COMPARISON TO LEGALLY MARKETED DEVICES

10.1 The Homepump C-Series has the same intended use and routes of administration
as the originally submitted Homepump C-Series. The optional regulator of the

Homepump C-Series is similar to the 3M IV Flow Regulator.
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