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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

W 3 1999

Ms. Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance

McKinley, Incorporated
4080 Youngfield Street
Wheat Ridge, Colorado 80033 USA

Re: K982256
Trade Name: Outbound Disposable Syringe Infuser/

Outbound 2 Disposable

Regulatory Class: II
Product Code: MEB
Dated: August 14, 1998
Received: August 17, 1998

Dear Ms. Dennis:

This letter corrects our substantially equivalent letter of
August 14, 1998, regarding the Indications for Use (enclosed)

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 legally marketed predicate
devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments or to
devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act).
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.

substantially equivalent determination assumes compliance with
the Good Manufacturing Practice requirements, as set forth in
the Quality System Regulation (QS) for Medical Devices:
General (QS) regulation (21 CFR Part 820) and that, through
periodic QS inspections, FDA will verify such assumptions.
Failure to comply with the GMP regulation may result in

regulatory action. In addition, the Food and Drug

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
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Administration (FDA) may publish further

concerning your device in the Federal Re,
this response to your premarket notifica
not affect any obligation you might have
through 542 of the Act for devices under
Product Radiation Control provisions, or
regulations.

announcements
gister. Please note:
tion submission does
under sections 531
the Electronic
other Federal laws or

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. Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at their toll free number (800) 638-2041 or at (301) 443-6597
or at its internet address
llhttp://www.fda.gov/cdrh/dsmamainý$tml".

erel u

Ti t A. Ulatowski
Direc r
Divis i n of Dental, Infection Control,

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

Radiological Health



FROM FRX NO. Feb. 10 1999 08:57RM P2

7

Indications for Use

51 0(k) Number (if known): K982256

Device Name: OutBound/OutBound 11 Disposable Infusion Pump

Indications for Use:

The OutBound DIP is indicated for intravenous, intra-arterial, su bcutaneous, and

epidural infusion of medications or fluids requiring continuous delivery at

controlled infusion rates.

The OutBound pump is also intended to provide continuous infusion of a local
anaesthetfc directly Into the intraoperative site for postoperative pain

management.

RLJEANSýE DO NOT WRITE BELOW THIS LINE - PONT(RUE ON ANOTHER PAGE IF NEEDED I

Concuffence of CDRH, Office of Device Evaluation (ODE)

Prescriotion Use t1l", or - Over-The-Counter Use

(Division Sign-Off)
Division of Dental, Infection Control,
and General Hospital Devices

510(k) Number



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

SEP 3 0 1998 
Rockville MD 20850

Ms. Suzanne Dennis

Director, Regulatory Affairs/Quality Assurance
McKinley, Incorporated
4080 Youngfield Street
Wheat Ridge, Colorado 80033 USA

Re: K982256

Trade Name: Outbound Disposable Syringe Infuser/
Outbound 2 Disposable

Regulatory Class: II
Product Code: MEB
Dated: August 14, 1998
Received: August 17, 1998

Dear Ms. Dennis:

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 legally marketed predicate
devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act).
You may, therefore, market the device, subject to t-he 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 Current Good Manufacturing Practice requirements, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic QS 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. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
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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" (21CFR 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/dsma/dsmamain.html".

LSincer( 

yours-,

Timothy A. Ulatowski
Director
Division of Dental, Infection Control,

and General Hospital Devices
Office of Device Evaluation
Center for Devices

and-Radiological Health

Enclosure



Indication-1 For use

510(k) Number (it hnotm)K982756

Device M111. Outbound Disposable infuser

Indications For Usa: The Outbound infuser is indicated, ... gior--intravenous

intra-artezial, subcutaneous, epidural, and   

 of medications or fluids reiguiring continuous delivery

at controlled infuzion rates.

(PLEASE DO NOT WRITE BEMV --=ZS,LM-,C0NTnM-.",03%"AN0TMM 
PAGE IF NEMED)

Concurrence oj--V5ýj ý,Ota-te--Gfr*beVice Evauatron (ODE)

Division of Dental, Infection Control,
and General Hospital Devices

510(k) Number

Prescription Use 
V// 

Ox Qver-The-counter Use.

(Optiolmal FormgLt I-Z-96)

0

(b)(4)

(b)(4)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MR 3 19% 
Rockville MD 20850

Ms. Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance
McKinley, Incorporated
4080 Youngfield Street
Wheat Ridge, Colorado 80033 USA

Re: K982256
Trade Name: Outbound Disposable Syringe Infuser/

Outbound 2 Disposable
Regulatory Class: II
Product Code: MEB
Dated: August 14, 1998
Received: August 17, 1998

Dear Ms. Dennis:

This letter corrects our substantially equivalent letter of
August 14, 1998, regarding the Indications for Use (enclosed)

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 Nfor the indications for
use stated in the enclosure)] to legally marketed predicate
devices marketed in interstate commerce prior to May 28, 197G,
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 requirements, as set forth in
the Quality System Regulation (QS) for Medical Devices:
General (QS) regulation (21 CFR Part 820) and that, through
periodic QS inspections, FDA will verify such assumptions.
Failure to comply with the GMP regulation may result in
regulatory action. In addition, the Food and Drug
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Administration (FDA) may publish further

concerning your device in the Federal Re(

this response to your premarket
notifica-not affect any obligation you might have

through 542 of the Act for devices under
Product Radiation Control provisions, or
regulations.

announcements
4ister. Please note:
:ion submission does
under sections 531
the Electronic
other Federal laws or

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. Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at their toll free number (800) 638-2041 or at (301) 443-6597
or at its internet address
llhttp://www.fda.gov/cdrh/dsmamaini^ttmi,,.

Si erel u

I 
rc

Ti A. Ulatowski
Direc r

i
Divis' 

n of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

69-



FROM : FRX NO. : Feb. 10 1999 08:57AM P2

Indications for Use

510(k) Number (if known): K982256

Device Narne: OutBound/OutBound 11 Disposable Infusion Pump

Indications for Use:

The OutBound DIP is indicated for intravenous, intra-artedal, subcutaneous, and
epidural infusion of medications or fluids requiring continuous delivery at
controlled infusion rates.

The OutBound pump is also intended to provide continuous infusion of a local
anaesthetic directly into the intraoperative site for postoperative pain
management.

PLEA = --;ý-ONTMUE ON ANOTHER PAGE IF NEEDEDSE DO NOT WRITE BELOW THIS LlNr

Concurrence of CDRH, Office of Devico Evaluation (ODE)

011-1
Prescription Use J111-01 or Over-The-Counter Use

(Division Sign-0fo
Division of Dental, Infection Control,
and General Hospital Devices

510(k) Number /L 'Z R-L-2 I-S



DEPARTMENT OF HEALTH & HUMAN SERVICES

SEP 3 0 1998

Ms. Suzanne Dennis
Director, Regulatory 

Affairs/Quali.ty, Assurance
McKinley, Incorporated
4080 Youngfield Street
Wheat Ridge, Colorado 80033 USA

Re: K982256

Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Trade Name: Outbound Disposable Syringe Infuser/
Outbound 2 Disposable

Regulatory Class: II
Product Code: MEB
Dated: August 14, 1998
Received: August 17, 1998

Dear Ms. Dennis:

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 legally marketed predicate
devices marketed in interstate commerce prior to May 

28,' 
1976,

the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act).
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 Current Good Manufacturing Practice requirements, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic QS 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. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
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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" (21CFR 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/dsma/dsmamain.html".

Sincere-1v yours,

Timothy A. Ulatowski
Director
Division of Dental, Infection Control,

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

Radiological Health

Enclosure

6ý_



Indications For Use

510(k) Number (it I-1nawa)K28225fi

Device game. outbound Disposable Infuser

IndicaLtaions For U$ a: The outbound infuser i5,; indicated _fýor- intravenous

 al, aubcutaneouz, epidural, and s   

 of medications or fluids re4uiring continuous delivery

at controllecl infuzion rates.

(:PXZA!;E DO NOT W&ITZ BrW1W,jUIS 
LIW,C09TnM.0X ANOTIMR PAGE IF RMED)

Concurrence ; 
PCDMt1_,.-b_f*B__iz:iý__ 

evtce Evaj-Uat ion (Obk)

(Division Sign-Off)
Division of Dental, Infection Control,
and General Hospital Devices

510(k) Number 
'4r,5P

Prescriptioz Use 

41-IX 

M over-The-counter Use

(Optivaal FOXM*Lt 1-2-96)

0

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



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

Reviewer(s) - Name(s)

Subject: 510(k)Number.

Memorandum
Li /4

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

Refused to accept.

Requires additional information (other than refuse to accept).

OAccepted for review

Ols substantially equivalent to marketed devices.

EINOT substantially equivalent to marketed devices.

De Novo Classification Candidate? OYES

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

Is this device subject to Postmarket Surveillance? OYES

Is this device subject to the Tracking Regulation? OYES

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

Is this a prescription device? 03YES

Was this 5 1 0(k) reviewed by a Third Party? OYES

Special 5 1 0(k)? 91YES

Abbreviated 5 1 0(k)? EIYEs

This 5 1 0(k) contains:

Truthful and Accurate Statement EIRequested 10 Enclosed
(required for originals received 3-14-95 and after)
El A 5 1 0(k) summary OR QA 5 1 0(k) statement

El The required certification and summary for class III devices

0 The indication for use form (required for originals received 1- 1 -96 and after)
Material of Biological Origin , 0 YES LI NO

NO

NO

NO

12NO

0 NO

U NO

ERNO

JEJ NO

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

No Confidentiality 0 Confidentiality for 90 days 1:1 Continued Confidentiality exceeding 90 days

Predicate Product Code with class:

'V1

(Brafh'ch Chian

ial Review;ý, Ak4
isiori Director)

,,ised:6/2//98

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

(Branch Code) tDate)

cl I ýAjDau:.)
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Page I of 5 1 0(k) review

MEMO TO THE RECORD

510(K) REVIEW

DATE: 9/29/98
FROM: Hung Trinh
DOCUMENT: K982256
COMPANY NAME: McKinley
DEVICE NAME: OutBound

Contact point: Suzanne Dennis
(303)420-9569

NARRATIVE DEVICE DESCRIPTION

OFFICE: HFZ-480
DIVISION:DDIG/GHDB

1. SUMMARY DESCRIPTION OF THE SUBMISSION UNDER REVIEW:
The firm intends to expand their indication to include "...continuous infusion of a local
anaesthetic directly into the intraoperative site for postoperative pain 

management." 
The firm

has removed the previous claims regarding the      

2. INTENDED USE:
The device is indicated for intravenous, intra-arterial, subcutaneous, and epidural infusion of
medication or fluids requiring continous delivery at controlled infusion rates.

The device is also intended to provide continuous infusion of a local anaesthetic directly into the
intraoperative site for postoperative pain management.

3. DEVICE DESCRIPTION:

A. Life-supporting or life-sustaining: no
B. Implant (short-term or long-term): no
C. Is the device sterile? yes

If yes, is sterility information provided?        

D. Is the device for single use? yes
E. Is the device for prescription use? yes

If yes, is prescription labeling included? yes
F. Is the device for home use or portable? portable

Whether the answer is yes or no, is adequate environmental testing, including
EMC, performed for the intended environment, and are results provided, including
test protocols, data, and a summary?        

G. Does the device contain drug or biological product as a component? no
H. Is this device a kit? no

If yes, and some or all of the components are not new, does the submission include a
certification that these components were either preamendment or found to be

substantially equivalent? n/a
1. Software-d riven: no

Estimated level of concern: (Major, Moderate, Minor)? N/a

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

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

(b)(4), (b)(5)
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Has the firm provided a hazard analysis, software requirements and design

information, adequate test plans/protocols with appropriate data and test reports,
documentation of the software development process including quality assurance

activities, configuration management plan, and verification activities and

summaries, commensurate with the level of concern, as discussed in the Reviewer
Guidance for Computer Controlled Medical Devices? n/a
Software version: n/a.

J. Electrically Operated: no
If yes, are AAMI or IEC leakage currents met and is the test protocol, data, and
results provided? n/a

K. Applicable standards to which conformance has been demonstrated (e.g., IEC,
ANSI, ASTM, etc.): none
If applicable, has test data been provided to demonstrate conformance (protocol,
data, and results)? N/a

L. Device(s) to which equivalence is claimed, manufacturer, and 510(k) number or
preamendment status:
I-Flow Pain Buster (K980558)

M. Submission provides comparative specifications yes
comparative in vitro data no
performance data 110
animal testing no
clinical testing no

biocompatibility testing no

N. 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 important.
The firm has expanded their indications which is currently available in the predicate
device, I-Flow PainBuster.

0. Does the submission include a summary of safety and effectiveness information
upon which an equivalence determination is based? no
If not, does the submission include a certification that such information will be
made available to interested persons upon request? yes

P. RECOMMENDATION:

I believe that this device is equivalent to: 80 MEB

Classification should be based on:

868.5725 Infusion Pump Class: 11

If the device is substantially equivalent to a class III device, does the submission
include: (1) certification that a reasonable search of all information known, or
otherwise available, about the generic type of device has been performed and (2) a

summary description of the types of safety and effectiveness problems associated
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with the type of device and a citation to the literature, or other sources of
information, upon which they have based the descriptio-n? n/a



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

August 18, 1998

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

MCKINLEY, INC. 510(k) Number: K982256
4080 YOUNGFIELD ST. Product: OUTBOUND
WHEAT RIDGE, CO 80033 DISPOSABLE
ATTN: SUZANNE DENNIS SYRINGE INFUSER

OUTBOUND 2

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. 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.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health
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A McKinley, Inc. 4080 Youngfield Streel 303.4',10.9H9

A'k 
Wheat Ridge, CO 80033 USA Fax: 303.420.8585
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August 14, 1998

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive
Rockville, MD 20850
att: Document Control

RE: 51 O(k) Notification - K982256
OutBound/OutBound 11 Disposable Infusion Pump

Dear Madam/Sir:

Per our telephone conversation of July 29, 1998, enclosed are the requested
documents:

" Revised Indications for Use form
" Comparison of Predicate Devices

If there is additional information you require, please contact me.

Sincerely,

Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance



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.

July 22, 1998 Rockville, Maryland 20850

MCKINLEY, INC. 510(k) Number: K982256
4080 YOUNGFIELD ST. Product: OUTBOUND
WHEAT RIDGE, CO 80033 DISPOSABLE
ATTN: SUZANNE DENNIS SYRINGE INFUSER

OUTBOUND 2

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Because of equipment
and personnel limitations, we cannot accept telefax material as part
of your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to
21 CFR 20.29, a copy of your 510(k) submission will remain in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

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

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

;jarj'orie Sh-ýul'ýman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health



Indications for Use

51 0(k) Number (if known): K982256

Device Name: OutBound/OutBound 11 Disposable Infusion Pump

Indications for Use:

The OutBound DIP is indicated for intravenous, intra-arterial, subcutaneous, and
epidural infusion of medications or fluids requiring continuous delivery at
controlled infusion rates.

The OutBound pump is also intended to provide continuous infusion of a local
anaesthetic directly into the intraoperative site for postoperative pain
management.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use or Over-The-Counter Use



COMPARISON OF PREDICATE DEVICES
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Volume 100 cc 85 - 100ml

gsýM

No significant variation.

Flow Rate 0.6 - 4.0 ml/hr 0.5 - 2.0 ml/hr The physician through the use of
available infusion sets controls flow
rate. OutBound has infusion sets
available which would provide
various flow rates as prescribed by
the physician.

Positive Pressure 12 psi 6-7 psi The OutBound infusion pump has a
maximum positive pressure
capability of 12 psi but fluids do not
typically deliver at that rate at the
site. The pump delivery is controlled

      
-typically   Therefore,  

   nt differences.

Delivery Accuracy +/-10% +/-15% no significant variation

Function Vacuum Elastomeric Both are well known and approved
Pump technologies. Vacuum pumps tend

to provide more accurate delivery.

4-1k,
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Comparison of Predicate Device (continued)

7

Indications Indicated for The PainBuster is PainBuster is intended to
intravenous, intra- intended to provide perform one function, while
arterial, continuous infusion OutBound has multiple uses.
subcutaneous and of a local anesthetic The company offers a variety of
epidural infusion of directly into the pump models, which are
medications intraoperative site marketed for different

for postoperative indications
pain management.

Contraindications Infusion of (1) Not designed for All pumps function in the same
blood, (2) insulin, epidural, basic manner.  
(3) critical or life subcutaneous or       

supporting vascular drug       
medications and delivery. Not for       
(4) solutions blood, blood      
incompatible with products. Not for     
the infuser set and chemotherapy drugs      
pump materials.      

    
 

Note
1. Equivalent information for the Sgarlato SurgilPeace (K898422) infusion pump could

not be obtained however available marketing materials are enclosed.

(b)(4)

(b)(4)

(b)(4)



IFLOW PAINBUSTER
REFERENCE MATERIAL



Models: P065005, P100020

PainBusteem
INTENDED USE

The PainBuster is intended to provide continuous infusion of a local anesthetic directly into the
intraoperative site for postoperative pain management.

CO NTRAI N01 CATIONS

This system Is not designed for epidural, subcutaneous or vascular drug delivery. Not for blood, blood
products or TPN use. Not for chemotherapy drugs.

WARNINGS

" Single Use Pump. Do not refill. Discard after use.
" Do not overfill the pump.
" Medications being used with this system should be used in accordance with instructions provided

from the drug manufacturer.

DIRECTIONS FOR USE

Use Aseptic Technique
CONNECT 0 CATHETERST

DISN SW
W -CAP

Filling the Elastomeric Pump
1

M fW

1 . Close clamp on tubing. WWWANE

2. Remove protective cap from filling port.
3. Attach filled syringe to the fill part and inject fluid into

pump. Repeat if necessary. Do not fill over 65ml or
125ml as applicable (refer to table below). Replace
fill part cap.

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

FIVER

-ready for use,

Placing the Catheter

1 . Insert introducer needle through the skin
(approxi-mately 3-5cm away from wound site) then push

introducer needle into the surgical wound site.
2. Insert the marked end of the catheter through the hub of the introducer needle

into the wound site out the bevel of the needle.
3. Remove introducer needle while holding catheter tightly in place. Assure

catheter placement in wound site.
4. Cut catheter to desired length.
5. Attach the catheter connector to the unmarked end of the catheter. Tighten

until catheter cannot be removed.
6. Attach the catheter connector to the pump tubing.
7. Tape catheter securely in place.
B. Apply appropriate dressing to catheter site.



Starting the PainBuster System

1. Open the clamp to begin delivering medication.
2. Secure flow restricter to skin and apply desired dressing.
3. Secure PainBuster Pump to the outer dressing with tape as desired.

Delivery Time Information for the PainBuster

P065005 P100020

NOMINAL FLOW RATE (mVhr) 0.5 2.0
NOMINAL VOLUME (rrd) 65 100

MAXIMUM;TOLUME (ml) 65 125

RETAINED VOLUME (ml) 45 <5

VOLUME (ml)
APPROXIMATE DELIVERYTIME

12 h 35

24 h/ 1 d 65

48 h/2 d 35 100

72 h/3 d 45 125

96 h/ 4 d 55

120 hi 5 d 65
84 hl 3.5 d

Delivery accuracy is ±1 5% (at a 95ý% confidence interval) of the
labeled infusion period when delivering saline at 880 F (31 11 C),

NOTES:

I. The infusion rate for each Pain Buster Pump is indicated on each cap.
2. Actual infusion times may vary due to:

-viscosity and/or drug concentration.
-positioning the PainBuster pump above (increase) or below (decrease) the catheter
site.
-temperature: the PainBuster flow restricter (located distal to the filter) should be close to,
or in direct contact with, the skin (31OC/8eF). Temperature will affect solution viscosity,
re ting in shorter or longer delivery time. If the PainBuster is used with the flow restricter
at room temperature (2(?C/68'F), delivery time will increase by 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 PainBuster Pump is no longer inflated.

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

APRODUCTOF

For Customer Service
Call: 1.800,448.3569 I-FLOW CORPORATION

LAKE FOREST, CA 92630
U.SA.

1301891B



SGARLATO LABORATORIES INC.
REFERENCE MATERIAL
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SGARLATO LABORATORES, INC.
250 ALMENDRA AVENUE, LOS GATOS, CA 95030 - 408/399-4638 - 800/421 -5303 * FAX 408/354-4922

  
Fax  5

Thank you for your recent inquiry about the PCIP.

The Pain Control Infusion Pump (formerly known as SurgiPEACE) is a

disposable, ambulatory drug delivery system designed to provide
continuous infusion of a local anesthetic directly into the surgical
wound site for postoperative -pain management. This form of

therapy has proven to be extremely effective for pain relief and
often reduces or eliminates the need for potent systemic analgesics.
Since surgery is often used to correct problems, recovery is often
painful and difficult. The PCIP is used to help alleviate pain and help
,speed the healing process. Both patient and physician response have
been very positive for a variety of procedures. The device has also
been used for numerous chronic pain treatments and for continuous
opidural infusion.

The PCIP has a unique fail safe flow restrictor desig 
I 
n which provides

a continuous and constant flow rate. There are two models available.
The flow rates are: 0.5 ml/hr & . 2ml/hr. The 0.5m] flow rate has
proven very effective for most small joint surgical -procedures. The
reservoir can contain up to 100 ml of mediation. For larger or
multiple wound sites, ap additional 

"Y" adapter catheter can be
inserted which will double the dosage. The Pump is lightweight and
portable (approximately the size of a flashlight), and is easily
attached to the patient for outpatient procedures. The device is easy
to use and requires minimal staff or patient training. The PCIP
package includes the pump, catheter, syringe, catheter introducer
needle and carrying harness.

The PCIP is a very cost iffective form of therapy compared to other
pain control devices, drugs and/or treatments. The current list price
is $175.00. The physician's. services for applying the device and
catheter are reimbursable. The CPT code which most doctors use is
37202. Private insurance'S have boon roirnbursing at approximately
85% of the billed amount. Surgery centers 'and hospitals have also
been billing for the device.

Please feel free to call our customer service # at any time with
further questions. 800.421.5303 i-V

L4

Sincerely,

(b)(4)

(b)(4)
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Now you can lon:)Vide your patients with
continuous infusion of a local anesthetic
directly to the surgical site via Sgarlato Lab's
new Surgill)EAW system,

Patient Benefits
" Reduced pain and increased comfort
" ImProved compliance and satisfactlorý
19 Reduced narcotic s1deeffects
0 Enhanced recovery period

Physician Benefits

Safe, restricted dosing
Easy to Log
Minimal patient In-servicing
Improved patient relations
Practice enhancement

'.. 
/S9gC'1rIa1Oarlato Laboratories, Inc.

Sgarlato Laboratories, Inc
237Almendra Ave-eLco Cztojý Co% 95030

Patent 0 5,078,679 Patent # 4,997,420

(800) 421-53G3 0 (408) 399-4638
PAX (408)354-4922
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Fully self 'contained

C= EFFEMVE'

" Lowcost-4K -30" May facilitate earlier pcitlent discharge fronThoSpft
-40" Should facilitate outpatient surgical procedums,ý

50

_60

SurgiPEACV kit Includes;
70

Drug reservoir pump (100 cc copctcity), drcw-Upý"'ý.

syTinge with needle, Introducer needle, flow. -90
regulator andcaffieter, -100

"OPtionai accessory kit In cludes- addlhoncd
How reguldtor and catheter.

Sgarlato Laboratories, Inc.

Sgarlato Laboratories, Inc
237 Almendm Ave. * LM Gatos, CA 95WO

(800) 421-5303 -008) 399-4 6M
FAX (408)35"922
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Tdke,AlmIftat the, We of Pain
Nol,ýv you con provide your potlentswith,
saft), rallable, antj accasate continuous
Inkslon via Sgarlato LjWs Pain Contiroll Intudon
Pump system. PCIP Is a* able for delivery of local
anesthefic directly to the Pain site. There are MCInLy
potentlal applications 1br pain management,

The PCIP system Is a complete, lightweight
dIsPosable device which provides constant
Internal pressure via c3 unique precision
compression spring ond a flow resistor to provide c,

consistent Infusion flow rate ftoughout the enfire
course of therapy. The flow rate Is selected by the
physician and cannot.be changed by the patlerit
thus ensuring satety cind efficacy. The medication
reservoir Is constructed of a high qualify durable
and stable plasfic which,is suitable tor aMbUIOtOf!/
use. This simple and practk,-al system is an
excellent low Cost oplion for many of your
Pain treatment needs.

flýl

Sgarlato Laboratories, Inc.
250 Almendra Ave,

Los Gatos, CA 95030
408/399-4638
800/421-5303

Fax: 408/354-4922

en-[ J

PateW # 4,997A20 16
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reservoir at any point In time.
D6rable hard plastic pu imp, design minimizes pc-&vfWity of pump being

Urdaimaged or crushed, especlally for long form use,
All polypropylene hoUslng provides for greater drug stabllity and

):-i,.-...Iess 
, 
$6nsitivitles compared to'elastomedc pumps. Drug stability

Information Is dvallcb[6,
7 _7!

665i Effective
-30

Reduces or eliminates potentially expensive diniclar::
-40Intervention time.
-60Low cost alternative to other more costty forrns,,W
-60pain treatment.
-70insurance billing available
-80

8 hiikatlons and UscQe: For patients requiring slow corfinuousý'.
ddministratloh of rhedication. It Is convenientfor ambulatl6r) Use -100
for 

In' 
atients,*60paijepts or home care.P.
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xfKit 00t ons: cqtýot-6ý,'660dlqi, Cotheter 6onrsoctor W

eaptorf&M,41 p .iodth Iters.

GOTIcId Laborall'orles, Inc. 'j

Los Gatos A 95Wo
638

F,=: 408/354-4922
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The SurliFEACE Fain Control System is a portable infaskon pump
designed to deliver medication directly to the surgical sit; for
management of Pain. r

HOX IM 932s M Aarks

SurgiPEACE administers IOW Pain medication directly to the pain site
via a tiny tube vddeh is placed inside the wound by the physician
during surgery. Pain relief is provided directly where it is needed.
This is an alternative to other fW=1 of therapy such as pain killers
and narcotics taken orally which So throughout the entim body and
sometimes cause side effects such as drowsiness, disorientation.
nausea or other Wvene reactions.

SurgiPEACE is comprised of a reservoir with internal spring pressure,
tubing and a very precise 

flow* 
rejulator, The device has been filled

with medication to flow continuously for a specific period of time.
The system should remain completely intact for the duration of the
period. Do not reinove the blue cap or disconnect the device in any
way.

It ComalICIAM, -ALUO

If you experience any problems with the SurgiPEACE unit such as
leakage, the device becoming disconnected, the tube pulling out of
the wound site, arlif you experience discomfort or excessive pain. call
your physiciati immediately. He/she may prescribe supplemental
medication if necessary.

There is a white clamp on the thicker tubing to restrict the fluid flow
it 110cessm. Ms should be done only upon the direction of your
doctor. As a -general rule. you do not have to do anything with the
unit because it Is fully self contained and automatic.

A full syringe will last &PProximately 2 days. You may remkwe all t2pe and pull the
tubing out when Me syringg is empty. Place all tubing and the syringe in a ziploc
bag and bring It W111th you to your first offlce visit following your surgery.
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DESCRIPTION

INDICATMINS
The system Is Indicated to( the relief of pain In patianl-.ý
follawirig surg y the continuous administration ýA
medication H.Wwound ske. 11 Is converildnt for usý,,i

by ambuWory patients.

C0911'RAINVICATKINS
Not intended for lWavenous Infusion.

WARNINGS
DISPOSABUE - Destroy after single use. Do not relW
or restedlize.
Do root ovedIf device.
Follow drug manufacturoes instructions for the

mea-Ication being used.

CAUTION
Federal (U.S.A.) Law restricts this device to safe by or
on the order of a pbysidan.

DIRECTIONS FOR USE:
Use Aseptic Technklve.

FILL.ING RESERVOIR PUMP
1. Clow oWoff clamp of medication tubing.
2. Remove protective cover from female War loick

11" port and discard.
3. Attach 60 ml aytir" without neede to filling porl

at the top of the Pump Reservoir (refer to figure
1.). Fill reservoir with up to 100 m! of meftallon.

4. Onice filling Is compleba, remove syringe.
Secure-ly attach blue replaosmard cap to fliting port to

maintain a stedle fiffing pail.

PRIMING SYSIMM (refer to figure 3a,)
1, Attach dear oonneclor to medication taltieter by

pushing catheter Into conneckir as deeply as
possible. Twist connector as lightly as possible.
use NUINUM XAND FWE to screw connector
components together to assure that ft catheter
will not pull out. It Is almost impossible loconstrict
The catheter flow by maximum tightening.

2. Hold system reservoir and filter In upright position.
Loosen proximal kief connector (green) to allow
trapped air to exit.

3. Open onloff clamp (solution will automatically
begin to flow Into "Ing and catheter). (Tighten
proximal luer connector when fluid flow without
air reaches connector.)

4. Hold ft Mer verlically and lap Wr IgW to remove
air bubbles.

6. Keep peulling 1`4ý A -,,J; i!,Tgeý f ýom

b"M
6, Ariew ;0 rigritites before "04 caUx4af In ý,Aient

to see medicalion drops fIc,*Ai to ft wid )f the
ynedicarion caj,,,wte,% 'I tli,m rdot seen, Wlempt
priming with 60 -,ný syrkýga Iffied with 10,M1 or
Moto of me&-,iflor, !",kirlip, q! RobhV with pinch
clarnp. oisconrwcý ProArnai Inaf cooflsdOf and
isittach distal c*rffwCtV4 '10 ;ytinge. Aspirato air
bubbles and ttieft 110r-ýa asially until
drops of medji=tjýln 1-ate; p,,iea at costal end of
meckcation calhetw, ý, ffcýiw is not s"n, discard
unit and repeW abciom st4!t, f,-ft rew PaIri Cork%A
kAision FunV rinit, 1 Prm k ý4ýwý mattach

proKl-mM connector ww rg,mm!, ýi lubiq damp.

PLACING CATHEL51 vigum *,)
NOTE: Prime orlor to limcing
cathelac

MUNOB M FROM WSIDEINE WOUND
1. Push Inlroduow noode frw iho surgical wound

she aA=Aaner)ushv aod -pumlum through %Sdn at
a desked localion ý,*;%y $rar Ilia surgical wound
$11o.

2, Thread open et A ziý mugh M VP Of U*
calluder kdroducee naeTa V the puncture Mts
ung ft caffoeo, ýs wn In tis sur" wound sb.

3. Place Me end ag ft rAMEAer In 9=10priale
location (not In. a imzismj whiftn ft s wound

C Tape caftlw-;:ý liý,i :i i'14i )reverit V* cadvier
from pulling mit ar the Nound sileý It Is most
effective W lape lrý q Tnur parald m3nner to the
cafttw frefer ýrý figure 3."ýi

5. Remove kftdi=eir nft-do irorýi, wowid Me leaft
caftiler"n placa anddispwý 1 neeft In

accor-dance Wftfl Ine

MEMOID l3l INSERVON ABOUGH SKM
1. PWCtura Introducer neede thRIXigh thie " at a

desired $ocation e;darnaf Wllha surg" wound
site. push the Inlrodu-ar ja",.6e 

subcutaneously'

into the surgicat voulW 0:1,
Z The calheter ni W1 fi,ae, uýiivttached from the

connedor, Pusr!, caMeie( n1v M hub end of the
needle and allow catfielw ie ýolft at ew needle lip
Into qhs surgicall wound

3, Remove Introduc=' 11*e& ang,,! kapetathe#er as
described In Wt*d A Aqx, ,, ýi4nd 5 above.

4, Attach calbetef ib oWrowimy.%,pr per P*r*V
Sys-Ism PfoWdUre!"Iff,

17he Pain Control Infusion Pump Is
a complete, lightweight, 

disposable'

d'OviCe which useS a constant inter.
roql pressure to Infuse medication
for control of pain. The system is
designed to deliver medication

con-tinUOUSly into the surgical wound
a av,er the Inluslon period.

figure 1

figure 2.
Surgical Wound

Catheter Introducer
Needle
*1 -

Medication

Remove Catheter Catheter

Introducer Needle

Medication
Catheter

figun:) "ý3b 'r
MwmAdured for.

SGULATO LOORATORIES, INC.
237 ALMENDRA AVE.

LOS GATOS, CA 95030
Phone 1-80D-421-5303

1-406-399-4638
Fax 1-408-354-4922

AUNMAI P-2143-3 REV,

figure 3a.

On-off Clamp
Filter -n r- Male Luer

Medication Connector
1:1,atheter

Pain Control Reservoir Ptimp

Pain Control
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ABBREV, PAIN CONTRQL INFUSION PUMP INSTRUCTIONS

Additional information is provided inside the sterile kit.

IMPORTANT: Use aseptic technique.

RECOMMENDED: Administer prophylactic antibiotic.

1. Disconnect flow regulator from tubing at green male luer.

2. Close on/off clamp at the very end of tubing (next to green male

luer).
3. Draw medication into 60 ml syringe. Remove air bubbles.

4. Remove and discard protective cap on top Of reservoir filling port.

5. Attach 60 ml syringe without needle to reservoir filling port and

load up to 100 ml of medication.

6. Remove syringe and attach blue replacement cap to filling port.

7. Prime reservoir and tubing by briefly opening clamp to let air
bubbles out.
8. Connect flow filter to tubing. Do not tighten excessively. Open

clamp.

1. Puncture blue introducer needle through the skin external to the
surgical wound site. Push needle subcutaneously into the wound
cavity.
2. Feed micro catheter through needle and allow catheter to exit at
the needle tip into the wound at the desirable surgical plane.
IMPORTANT: Do not put catheter in blood vessel.
3. Remove and discard needle, leaving catheter in place.
4. Tape catheter to body very near to the insertion site utilizing the
3-4 loop technique in order to keep catheter securely in place.
5. Insert catheter as deeply as possible (apx. 1/2 inch) into
connector. Twist connector as TIGHTLY AS POSSIBLE to assure
that catheter will not pull out.
6. Tape connector below patient's knee (if procedure is below the
knee). RECOMMENDED: Place gauze pad between body and
connector for comfort.
7. Attach carrying harness to reservoir. Patients can wear or carry
device however they prefer.
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A Significant Improvement in Portable InfusionZýZýarlato ]Labs,, 
Take Aim

IbAbout Sgarlato Labs at the Site of Pain

*Products Now you can provide your patients wi-I
safe, reliable, and accurate continuous,

*Order Form infusion via Sgarlato Lab's Pain Control
Infusion Pump system. PCIP is suitable

#Eclucational Workshops for delivery of local anesthetic directly to
the pain site. There are many potential

*Email Us! applications for pain management,

The PCIP system is a complete,
lightweight disposable device whi&
provides constant internal pressure via a
unique precision compression spring wid
a flow resistor to provide a consistent
infusion flow rate throughout the enfire
course of therapy. The flow rate ýs
selected by the physician and cannot oe
changed by the patient thus ensuring
safety and efficacy. The medication
reservoir is constructed of a high quak-y'

durable and stable plastic which is
suitable for ambulatory use, This sirnp:ýcv
and practical system is an excellent
cost option for many of your pain
treatment needs.

Sgarlato Laboratories, Inc., 237 Almendra Ave., Los Gatos, CA 95030
(800) 421-5303 0 (408) 354-4922

http://www.sgarlatolabs.com/painmgmt.htm 6/16/98
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*About Sgarlato Lab

Products

*Pain Management

*Order Form

*Educational Workshops

#Ernail Us!

Pain Management
Pain Control Infusion Pump

Continued

Safe and Accurate

Page I of 1

" Consistent and reliable flow rate thoughout therapy via a
precision compression spring.

" Tamper resistant design and unique flow restrictor prevent
excess drug delivery and rate manipulation.

" Sterile 
"closed" system desigr with integrated tubing reduces risk

of contamination.
" Disposable after single ii,,;e

Simple and Practical

* Easy to use. Systery: is riot gravity dependent and does not
require drop counting, rate setting or electronic pump
programming.

* Minimal patient and staff trwniiigr.
* No cords, outlets, batteries or 0/. poles needed.
* Lightweight and compact design encourages patient compliance.

Flexible
Currently there are two flow rates available.
Model# Flow Rate Max Volume Infusion Time
PCIP 500 0.5 milhr 100 rný 8 days
PCIP 2000 2 ml/hr 100 rni 2 days

Reliable and Durable

Outer markings on barred show exactly how much fluid is in the
reservoir at any point in time.

gn minimizes possibility of pumpDurable hard plastic pump desi(
being damaged or crushed, especially for long term use.
All polypropylene housing provides for greater drug stability and
less sensitivities compared to elastomeric pumps. Drug stability
information is availabie.

Cost Effective

Reduces or eliminates potentially expensive clinician intervention
time.
Low cost alternative to other more costly forms of pain treatment.
Insurance billing available in some areas. Please call for details.

Indications and Usage: Forpatients requiring slow continuous
administration of medication. It is convenient for ambulation use for
inpatients, outpatients or home care.

Contraindications: Not designed toi ,,apid infusion of medications.

Kit Options: Catheter, needle, catheter connector, 
"Y" adapter for

multiple catheters.

di PreviousL - ý -- --A
sgariato La oratories, ýnc., ýw Almendria Ave., Los Giatos, CA

95030
(800) 42,i-5303 0 (4,08) 354-4922

http://www.sgarlatolabs.com/peip2.htm 6/16/98



DEPARTMENT OF HEALTH AND HUMAN SERVICES

July 22, 1998

MCKINLEY, INC.
4080 YOUNGFIELD ST.
WHEAT RIDGE, CO 80033
ATTN: SUZANNE DENNIS

510(k) Number
Product:

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.
Rockville, Maryland 20850

K982256
OUTBOUND
DISPOSABLE
SYRINGE INFUSER
OUTBOUND 2

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Because of equipment
and personnel limitations, we cannot accept telefax material as part
of your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to
21 CFR 20.29, a copy of your 510(k) submission will remain in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

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

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health

n Vd- 0



........ . . DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

V,

Memorandum
Reviewer(s) - Name(s)_ ki -J

Subject: 5 1 0(k) Number F,ý 6

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

ORefused to accept.

ORequires additional information (other than refuse to accept).

OAccepted for review

0Is substantially equivalent to marketed devices.

FINOT substantially equivalent to marketed devices.

De Novo Classification Candidate? OYES

0Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? OYES

Is this device subject to the Tracking Regulation? OYES

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

Is this a prescription device? E]YES

Was this 5 1 0(k) reviewed by a Third Party? OYES

Special 5 1 0(k)? OYES

Abbreviated 5 1 0(k)? DYES

This 5 1 0(k) contains:

Truthful and Accurate Statement 0 Requested 1:1 Enclosed
(required for originals received 3-14-95 and after)
1:1 A 5 1 0(k) summary OR El A 5 1 0(k) statement

El The required certification and summary for class III devices

1:1 The indication for use form (required for originals received 1- 1-96 and after)
0 Material of Biological Origin 1:1 YES 1:1 NO

11 NO

13 NO

El NO

ONO

El NO

NO

NO

NO

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

No Confidentiality 11 Confidentiality for 90 days 11 Continued Confidentiality exceeding 90 days

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

Remw:
Cs

(Branch Chief) (Branch Code) (Date)

Final Review:
(Division Director)

Revised:6/2//98
(Date)
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MEMORANDUM

Reviewer: Hung Trinh
Date: 7/21/98

Division: GHDB/DDIGD
Mail code: HFZ-480

Control number: K982256
Company: McKinley
Device name: Outbound
Contact person: Suzanne Dennis (303)420-9569 ext 216

Summary of telephone conversation:
                  

            
              
              

             
                

                
              

            
           
            

             
submission will be placed on hold pending the receipt of the additional information.

4F

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

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

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



JUL-21-98 TUF 09:17 AM MCKINLEY,INC. ADMIN. 70-X ý10. 303 420 8585 P.T.

A%4

McIQAey

A McKinley Medical LLLP
4080 Youngfield Street
Wheat Ridge, CO 80033 USA
303.420.9569
Fax: 303-420.8585

FAX

To: ý&n

Company-, /ýý ý1 FaxNumber:

From:

Date: Pages-,

CC:
Subject:
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JIJL-21-98 TUE 09:17 AM MOKINLEY,INC, ADMIN. FA'iý 
NO. 303 420 8585 P,03

Starting the PainBuster System

1. Open the clamp to begin delivering -medication.
2. Secure flow restricter to skin and apply desired dressing.
3. Secure PaInBuster Pump to the outer dressing with tape as desired-

Delivery Time Information for the PainBuster

pa"065 i 1010=0'
NBRI-r4ft FLOW POW r) 0.5 i'd
A110-1101KALVOLUM-61121) 85 100

125

RF.TAHWV0WME"Q 45 <5
VWQ L E (mq__

12 h 36

24 W I d as

48 h/ 2 d 36 lad
72h13d 45 125

901414d so

120 h/ 5 d as
64 hi 3.5 d

Delivery accumey is *15% (at a 96% confidence interval) of the
labeled infusion period when delivering saline at 880 F (31 0 C).

NOTES:

1. The infusion rate for each PainSuster Pump is indicated on each
cap-2- Actual infusion times may vary due to'.

-viscosity and/or drug concentration.

-positioning the PainBuster pump above (increase) or below (decrease) the catheter
site.
-temperature; the PainSuster flow restricter (located distai to the filter) should be close to.
or in direct contact with, the skin (31*C/SeF). Tempenilture will afftct solution viscosity,
reiulting in shorter or longer delivery time. If the PainBuster is used with thLi flow mstdcter
at room temperature (2CFC/61ff), delivery time will increase by 25%.

3. This product uses DEM'P 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.

InfU3i0n i3complew when the PainBuster Pump is no longer inflated.

CAU71ON
Federal (U.SA-) law resbiem Oils device to sale by or the order of a healtheare PrafesSional.

For Customer Service
Call: 1.800,448.3569

APRCDUC:rCF

I-FLOWCOAMRAMN
LAKE FORE&T, CA 021130

U.S.A.
1301891B



JUL-21-98 TUE 09:17 AM MOKINLEY,INC, ADMIN. F'Aýý NC. 303 420 8585 P.02

Models: P065005, P100020

PainBusteem Cx

INTENDED USE

The PainBuster is intended to provide continuous infusion of a local anesthetic directly into the
intraoperative site for postoperative pain management.

CONTRAINDICATIONS

This system is not designed for epidural. subcutaneous or vascular drug delivery. Not for blood, blood

products or TPN use. Not for chemotherapy drugs.

WARNINGS

" Single Use Pump- Do not refill. Discard after use.

" Do not overfill the pump.
" Medications being used with this system should be used in accordance with instructions provided

from the drug manufacturer.

DIRIECTIONS FOR USE

Use Asopfic Technique

Filling the Elastorneric Pump

1 . Close clamp on 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 fill over 155ml or

125ml as applicable (rotor to table below). 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.

Placing the Catheter

1 .

2.

3.

4.

7.
a.

WSW EW
W

WLW
-n*"&nW

F"r, -

Insert introducer needle through the skin
(approxi-mately 3-5cm away from wound site) then push

introducer noodle Into the surgical wound
alts-Insert the marked and of the catheter through the hub of the introducer needle

into the wound site out the bevel of the needle.
Remove introducer needle while holding catheter tightly in place, Assure
catheter placement in wound site.
Cut catheter to desired length.
Attach the catheter connector to the unmarked end of the catheter. Tighten
untl catheter cannot be removed.
Attach the catheter connector to the pump tubing,
Tape catheter securely in place.

Apply appropriate dressing to catheter sitim.

FU rw
low

- Ou pow

N, lumo
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July 7, 1998

, 
1 e , ý, I " ' '

A McKinley Medical, LLLP 4080 Youngfield Street 303 420.9569
Wheat Ridge, CO 80033 HSA Fax: 'M3.420.8585

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive
Rockville, MD 20850
att: Document Control

RE: 510(k) Notification - OutBound Pumps

Dear Madam/Sir:

Per our telephone conversation of July 7, 1998, enclosed are the requested documents:
" Indications for Use form
" Truthful and Accurate Statement form

These documents have been faxed and are now being forwarded in hard copy. If there
is additional information you require, please contact me.

Sincerely,

Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance

fax: (301) 480-3002



Q 7 / 0 7/ 28 E o 9 : I I Cjojý 480 3002 IDA., C, i",.!

Indications For Use

510(k) Number (if ],,nown)K982256

Device Name: Outbound Disposable Infuser

*1003

Indications For Uss: The Outbound infuser is indicated for intravenous

intra-arterial, subcutaneous, epidural, and   

 of medications or fluids requiring continuous delivery

at controlled infusion rates.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription 'Use OR Over-The-Counter Use.

(optional Format 1-2-96)

(b)(4)

(b)(4)



PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.870))

I certify that, in my capacity as Director of Regulatory Affairs and Quality

Assurance of McKinley Medical LLLP, I believe to the best of my knowledge, that

all data and information submitted in the premarket notification are truthful and

accurate and that no material fact has been ornitted.

Si ture01Lýý

Suzanne Dennis, Director, RA/QA
Typed Name and Title

McKinley Medical, LLLP July 7, 1998
Company Date

K982256
[Premarket Notification (510(k)) Number]

rV



JIJL-07-98 TUE 01:35 PM MCKINLEY,INC. ADMIN.

At,

mdWey
To: Linh O'Connell

Company, FDA

From: Suzanne Dennis

Date: 7 July 98

CC:

Subject: Requested Statements fbr K982266

FAY NOý 303 420 8585 P.01

A McKinley, Inc.
165 S. Union Blvd., Suite 800
Lakewood, CO 80228 USA
303-420-9569
Fax: 303.420.8585

FAX

Fax Number: (301) 430-3002

0 Pages: 4

Per your request. enclosed are the indications for Use Form and the Truthful and Accurate Statement,



JUL-07-98 TUE 01:35 PM
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July 7, 1998

A McKinley Medical, LLLP 4080 YoungUld $freet 103.420.9669
Wheat Ridge, GO 8003.3 1J$A Fax: 303.420.8585

U-S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive
Rockville, MD 20850
aft: Document Control

RE: 51 0(k) Notification - OutBound Pumps

Dear Madam/Sir.-

Per our telephone conversation of July 7, 1998, enclosed are the requested documents.,

Indications for Use form
Truthful and Accurate Statement form

These documents have been faxed and are now being forwarded in hard copy. If there
is additional information you require, please contact me.

Sincerely,

Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance

fax: (301) 480-3002

MOKINLEY,INC. ADMIN. 
FAY" 

NO. 303 420 8585 P.02



I TJUL-07-98 TUE 01:36 PM MOKINLEY,INC, ADMIN. FA,"ý% NO. 303 420 8585
't'uh U9:11 FAX 301 480 3002 FDA/00E/DD1GD

Indications For Use

510(k) Number (it hnown)-K-282256

Device Name-,. Outbound Disposable Infuser

P. 03
000.3

Indications For Usa' The Outbound infuser is indicated for intravenous
±ntra-arte.cial, *ubcutaneous, epidural, and   

 of medications or fluids re4uiring continuous delivery
at controlled infuzion rates.

MEASE DO NOT WRITE BELOW TKIS LINE-CONTINUE 09 ANOTHER PACE IF NEEDED)

concurrenýý_eof CDRHT Of:kice of Device Evaluatian (ODE)

Prescription Use Ox Over-The-Counter Use ,

(Optio-mal Format 1-2-96)

0

(b)(4)

(b)(4)



JUL-07-98 TUE 01:36 PM MOKINLEY,INC, ADMIN. FP,.,," NO. 303 420 8585 P.04

PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.870))

I certify that, in my capacity as Director of Regulatory Affairs and Quality

Assurance of McKinley Medical LLLP, I believe to the best of my knowledge, that

all data and information submitted in the premarket notification are truthful and

accurate and that no material fact has been ornifted.

t/u 

Zra'

ý$uzanne. Dennis, Dlrgctor, EWQA
Typed Name and Title

McKinley Medical, LLLP JLjly-7, 1998
Company Date

K982256
[Premarket Notification (51 0(k)) Number]



Internal Administrative Form

YES NO
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.,

L/I

performance data)?
1-0. Are you aware of the submitter being them sUbject 

O--f-a-n- 
integrity

investigation?
11. If, yes, consult the ODE Integrity Offic6r.
12. Has the ODE Integrity Officer given permission to proceed with the

review?- (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.



Screening Checklist

For all Premarket Notification 510(k) Submissions

Device Name: aj ýMAAN KITS a 2ý,ý 0.

Submitter (Compa
A T
B R

s 
8 A

P 
R D

E 
E
v

I
T

Items which should be included
C
I I I

(circle missing & needed information) A 
A
T

0
N IF ITEM

L
E A Is

I I NEEDED

YES NO I YES NO I NOYES AND IS

1.Cover Letter clearly identifies Submission as: mwi& MISSING

a)"Special 51 0(k): Device Modification"

b)"Abbreviated 
510(k)"

c)Traditional 510(k)
COTO#

#2.4
W
TO
04.6

2. "SPECIALS" - ONLY FOR moDjFwAnoNs To mAxuFAcTuRms oWW CLASS II.-M OR-RESERVED CLASS I-DEVICE

a)Name & 51 0(k) number of legally marketed

(unmodified) predicate device

b)STATEMENT- INTENDED USEAND 
INDICATIONS- 

FOR
USE OF MODIFIED DEWCE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGEW

c)STATEMENT- FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT
CHANGED*

d)Design Control Activities Summary
i) 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 activitites
required, including- methods or tests -used-anid
acceptance criteria to be applied

iii) A declaration of conformity with design controls.
The declaration of conformity should include:

1) 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 remigw.

DCRD (-, 102 (-, 04/13/98 4:19 PM)



4 4 4 CONTINUE TO SECTION 4 ý C-- ý (_

-'IF ITEM

SPECIALS ABORMATEO TRAUVONAL Is
NEEDED
AND IS

YES NO MISSING

3. ABBREVIATED 510tl<ý: SPECIAL CONTROLSICONFORMAN CE TO RECOGNIZED STANDARDS

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 sub-mission, which relies on a 

recogniiýýý

standard, a declaration of conformity to the standard

The declaration should include the follovAng:

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

below

iii) An identification, for each cQnsensus standard, of

any way(s) in which the stahdard may have been

adapted for appli6ation 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) Name/address of test laboratory/certification

body involved in determining

-the:corrformanGe--of---the device with applicable consensus standards

and a reference to any accreditations for those

organizations

d) Data/information to address issues not covered by

guidance documents, special controls, and/or

recognized standards

4 4 4 CONTINUE TO SECTION 4 k- f-

(.- 102 (- 04113198 4:19 rM)



4. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS 
IF MEM Is

NEEDED
SpectALS I 

Aý--TEO I TRADIVONAL ANpn
IS-YESj_!!0__LYES I NO A Y I WSS-ING

a) trade name, classification name, establishment registration
number, address of manufacturer. device class I

,

M-b) OR a statement that the device is not yet classified FDA - may be a classification request; see
coordinator

c) identification of legally marketed equivalent device NA

d) compliance with Section 514 - performance standards NA

e) address of manufacturer
Truthful and Accurate Statement

g) Indications for Use enclosure

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

i) Class III Certification & Sunvna!y (FOR ALL CLASS Ift DEWCES)
j) Description of device (or-modificaton) including diagrams,

engineering drawings, photographs, service manuals

k) Proposed Labeling:
i) Package labeling (user info)
ii) statement of intended use
Hill advertisements or promofional materials
i) MRI compatibility (if claimed)

m) Comparison Inforination (sknilarities and differences) to named
legally marketed equivalent device (table preferred) should
include:
i) labeling
ii) intended use
110 .-johysical characterisfics.
iv) anatomical sites of use
v) performance (bench, animal, clinical) tes-fing N
A safety characteristics I N

n) If kit, kit certification - I
.5. Additionat Considerations: (Tay be Covered by De jgn 

Col 
ntrols)

a) BiocompatibiI4 data for all patient-contacting materials,
OR certification of identical material/formulation:
0 component & material
ii) identifypatient-contacting materials

-iii) biocompatibility of final'steirili2LA'pýf6diict
b) Sterilization and expiration dating 

inform8fton*

i) sterilization method
U) SAL
iii) packaging
iV) specift/-=rooen free

V) ETO residues
-A) radiation dose
c) Software validation & verification:

hgzardanalysig------.---,.--'",

ii) level of
concera-iW development documentation

iv) certification

Items shaded under "NO" are necessary for that type of submission. Circled items and items with checks

in the "Needed & Missing" column must be submitted before acceptance of the document.

Passed Screening --ZýYes No
Date:

Reviewer: - - - 1 
;;17- /6

Concurrence by Review Branch: L

4#

f- 102 (r- 04 98 4:19 PM) 
[',gý I



DEPARTMENT OF HEALTH AND HUMAN SERVICES

June 29, 1998

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.
Rockville, Maryland 20850

MCKINLEY, INC. 510(k) Number: K982256
4080 YOUNGFIELD ST. Received: 26-JUN-1998
WHEAT RIDGE, CO 80033 Product: OUTBOUND DISPOSABLE
ATTN: SUZANNE DENNIS DENNIS SYRINGE INFUSER

OUTBOUND 2
DISPOSABLE PUMP

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,
ý4

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Staff



yA McKinley, Inc. 4080 Youngfield Strýet 303.420.9569

Wheat Ridge, CO 80033 USA Fax: 30L420.8585

MdWey
New Values in Infusion"

June 23, 1998

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive
Rockville, MID 20850
att: Document Control

RE: 51 O(k) Notification - OutBound Pumps

Dear Madam/Sir:

McKinley Medical LILLP hereby submits this 510(k) to request a labeling modification for the
OutBound Family of disposable ambulatory infusion pumps.

The intended use of the pumps - precisely-controlled infusion of med    -    
     . The proposed modification is      l
 

                
    

The OutBound family of ambulatory infusion pumps provide Continuous, Intermittent and Patient
Controlled Analgesia (PCA) infusion. The pump is indicated for intravenous, subcutaneous,
enteral, epidural and arterial infusion of antibiotics, analgesics, chemotherapeutic agents and
other medications. Detailed product information can be found in the previously submitted 510(k)'s
listed in Section A.

The following information is being provided in compliance with CFR 807.87.

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

Thank you in advance for your consideration of our application. If there are any questions, please
contact me (303) 420-9569 ext. 216.

Sincerely,

---'ýSanne Dennis
Director, Regulatory Affairs and Quality Assurance YN

McKinley Medical 510(k) Notification - OutBound

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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A. COVER PAGE

1) Trade Name:
OutBound Disposable Syringe Infuser
OutBound 2 Disposable Pump

2) C mon
Name-OutBound Disposable Syringe Infuser ý elastomeric vacuum pump

OutBOUnd 2 Disposable Pump - elastomeric, vacuum pump

3) Classification Name:

I Ambulatory infusion Pump

4) Establishment Registration Number:
1723533

5) Class

I Ift 
;ý14ý 

- -

Panel

NO$,%, I - )W

L Code

1 80 FRN: Infusion Pump

16) Pu pose of Submission:

Modified indications for use.
The proposed modification does riot affect the intended use of the device,
and does not result in any negative consequences to the safety or efficacy of
the device.

Previous 510(k) Numbers:

K914148 - Oct. 5,
K920637 - Jan 15,
K971844 - Jan. 23

McKinley Medical 510(k) Notification 0utP-oi,,1,J 3

1992 - Prime CADý 120 ,,OutBound)
1993 - Prime PCA (OutBound)
1998 - OutBound -r 2 Systen-



17) Substantial Equivalence:
There have been no changes to the design of fts product, therefore, the

equivalency as determined and accepted iri the previously referenced
510(k)s, remains unchanged.

8) U.S. Contact
Suzanne Dennis, Director Regulator)t Affairs/Quality Assurance

McKinley Medical LLLP
4080 Youngfield Street
Wheat Ridge, CO. 80033
(303) 420-9569

McKinley Medical 510(k) Notification Diffiowi4 4



B. LABELING

C.STANDARDS

D. DEVICE DESCRIPTION

E. DESCRIPTIVE
COMPARISON TO A LEGALLY
MARKETED DEVICE

F. PERFORMANCE DATA

G. SOFTWARE

H. STERILIZATION
INFORMATION

1. SMDA INFORMATION

See Aj)peodix 1

Perturi nai ice Standards have not been
established by the FDA under section 514
of the I:r,,od, Drug and Cosmetic Act.

Fheie ýiave been no changes made to the
device to accommodate the labeling
modification

I tie, n1ei ide(j Use of this device - to infuse
various medications and fluids at a

precisely -controlled infusion rate - has not
changed Therefore, the device remains

substantially equivalent.
See 4pp,:-ndix 2

The perk.)imarice characteristics remain
the same as previously submitted in
510(k)s listed in section A.6. There have
Oeý,r, rc , hanges made.

I hý.' ic 11Aýýarc- i emains the same as

previOLISly submitted in 510(k)s listed in
section A 6. There have been no changes
-mý d rý

T hei e iýjive been no changes made
to the sterilization process.

A,)j, ý Ax 3

W.Pýinfev Med)cal rf)fý , ýý* ,



APPENDIX 1 - LABELING

OUTBOUND DISPOSABLE
INFUSER:

0 INDICATIONS FOR USE

The OutBound infuser is indicated for

intravenous, intra-arterial and
subcutaneous infusion of medications or
fluids requiring continuous delivery at
controlled infusion rates.

OUTBOUND - 2 DISPOSABLE PUMP

0 INDICATIONS FOR USE

The McKinley OUTBOUND - 2 is indicated
for patients requiring intravenous,
interarterial [sic], subcutaneous or enteral
administration of medication. It is
convenient to use by ambulatory patients.

It is the responsibility of the.user to assure
that the medication is prepared and
administered in accordance with the
medication manufactuers, [sic] package
insert.

* ýNDICAT]ONS FOR USE

The 01,A80und infuser is indicated for

intraveno    eous,
epidural,  an     on of
medications or fluids requiring continuous
defiverv ;It controlled infusion rates.

Current product labeling follows as Appendix 3

McKinley Medical 510(k) Notificatim - OufBcurr.: 6

(b)(4)



APPENDIX 2 - DESCRIPTIVE COMPARISON TO A LEGALLY
MARKETED DEVICE

             

                
            

             

    

           

               

             

             

          

     

McKinley Medical 510(k) Notification - OutBound 7
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APPENDIX 3 - SIVIDA INFORMATION - 510(k) STATEMENT
Follows on next page.

McKinley Medical 510(k) Notification - OutBound



510(k) STATEMENT

I certify that, in my capacity as the Director of Regulatory Affairs and Quality Assurance,

of McKinley Medical LLLP, I will make available all information included in this premarket

notification on safety and effectiveness within 30 days of request by any person if the

device described in the premarket notification submission is determined to be

substantially equivalent. The information I agree to make available will be a duplicate of

the premarket notification submission, including any adverse safety and effectiveness

information, but excluding all patient identifiers, and trade secret and confidential

commercial information, as defined in 21 CFR 20ý61.

Sign!ýre Date

McKinley Medical 510(k) Notification - OutBound 9



PRODUCT LABELING

0 OUTBOUND DISPOSABLE SYRINGE INFUSER

0 OUTBOUND-2 DISPOSABLE PUMP

51 0(k).doc

McKinley Medical 510(k) Notification - OutBound 10



FEATURES AND FUNCTIONS

OutBou-nd
[)ISPOSABLE SYRINGE INFUSER

CLINICIAN INSTRUCTIONS FOR USE

OUTBOUN'

Volume Remaining Plun"er.

Indicators. Marked

every 5 TTi I for
co'nftrýlation of
delivery statits.

ý,l ter Cap.

Inlet/outlet One-Way Flow Medication

ReSe-i voir Port. 
Control Valve. Reservoir.
Prevents fluid flow I 10 cc maxi_

For both filling unril the Infilsion Set mum capact 
I 
IN

ýPld l4usion Set is attached. including W L
citt(Iclinient. at Wv'o rat'.'.

The OutBouricig Disposable Syringe Infuser uses sustained

vacuum pressure to deliver a continuous infusk-)n of

med-ications or fluids at controlled rates. This non-electronic

device is designed for single use in the hospital or by the

ambulating patient. It can be used for intravenous,

intra-arterial and subcutaneous delivery.

The OutBound Infuser combines a clear polypropylene

syringe with a durable vacuum chamber. It connects to

a dedicated Infusion Set for attachment to the patient's

catheter. A one-way valve prevents medication flow

until the Infusion Set is attached to the OutBound

Infuser. Once the Infuser is filled with medication,

it is ready for use. Simply attach the rate ýcontrolling

Infilsion Set, open the clamp, prime the tubing and start

medication delivery. The Infusion Sets dedicated for use

with the OurBound Infuser are available in a variety of

standard infusion durations and rates of flow. A. specially
designed carrying pouch available from McKinley

protects the OutBound system during the patient's

daily activities.

The OutBound Infuser is contraindicated f0T Use in

infusion reamiens by patients who do not possess the0
triental, physical or emotional capability to

setf-admin-ister their therapy; or who are not under the care of a

responsible individual.

voll'ame- 100 cc

4Jptional 10 cc

KV'ý7) volume.

FkAv rate accuracy: +/- 10%

I.' us',fivc pressure: 12 psi nominal

ffiaight (unfified):3.7 oz J1 05 g

ý.r.h nensions: 6.0" x 2.9"/ t5.3 cra x 7.3 cria

],-)q rachah-le Use only dedicated Infusion Sets supplied by

hil'itsion 3ets-., McKinley, Inc. for use with OurBound Infuser.

S'.ý,.iidard eRefer to individual Infusion Set packag for

infusion duration (for 100 cc) and flow rate.

cria Infuser: Polypropylene, buty[ rubber and

silicone rubber. Latex-free.

Infusion Set: PVC, acrylic, cellulose acetate,

PTFE and polyethylene. Does not contain

DEHP.

Chwratmg The OutBound Infuser is calibrated to

teinperature: deliver solution at the labeled flow rate

when the temperature of the intusate 11)

the patient-side LUer is 86' F (normal s

temperature).

Fluid viscosity: The OutBound Infuser flow nite is catibmted

with D5W



Vacuum Chamber.
Applies mechanical force to move
medications or fluids into the
patient's IV system.

Access Connector.
Connects to

paticlit's catheter.

The OutBound Infuser is indicated for intravenous,
intra-arterial and subcutaneous infusion of medications or fluids requiring

continuous delivery at controlled infusion rates.

The OutBound Infuser is contraindicated for:
" Infusion of blood and blood products.
" Infusion of insulin.
" Infusion of critical or life-supporting medications whose

stop-page, interruption, over-delivery or under-delivery would likely
cause serious injury or death.

" Infusion of any solution that is incompatible with the materials
of the OutBound Infuser or Infusion Sets.

" Use in infusion regimens by patients who do not possess the

mental, physical or emotional capability to self-administer
their therapy; or who are not under the careof a responsible
individual.

"WARN
Before use, the user must becorne thoroughly familiar with the
inforination contained in these device operating instructions.

F4-'CAUTIONS

ks with any infusion system, medications or fluids may interact
with the materials of the OurBound Infuser and Inhision Set,
possibly causing damage or leakage. Before use, consult the
pharmaceutical manufacturer's precautions and. guidelines.

Medications or fluids infused by the OutBounci Infuser must
he prescribed by the physician. It is the responsiN I iry of the

Infuser Connector.
Connects Infic0on Set

to Medication Reservoir.

using the OutBound Infuser to ensure that the
medica-cr fluids are used only according to the physician's infusion

prescription,

_Yý e Out_,'ýound Medication Reservoir must not be filled With
than [2.0 cc of solution. Failure to follow the

recommend-filling procedure and filling beyond the specified volume
C'Y 1 Id , IaTrla the OutBound Infuser and cause fluid leakage.

ccrineý,:tmg to the patient, purge all air from the infusion

I LU.- refflOVe the Infusion Set after it has been connected to the
!u',1Bc(md Infuser. Removal of a connected Infusion Set may cause
ýd lcakafy

i i0i 0 _1 einpt to disassemble the OutBound Infuser. Doing so
i,ild damage the Infuser and cause fluid leakage.

'10 (crop Jie OutBound Infuser, strike it against hard objects
'.'ýAhý_ýn,,isesubject it to extreme physical stress. If the Infuser

_'ý',Oppcd or subjected to extreme stress, it Must be checked for
1':io,,ag,,, or leakage before reuse. If any problems are detected,

ý:ý-.ondrue use. The OutBound Infuser should be kept in its
ýLecý iý e cw-ryin', pouch during use.

ýio' ( over the air vent on the bottom of the OutBound
Lýýuser with ýý label. Sealing of the 'air vent may Cause the
i:ý -Irser t,) malfunction, resulting in under-delivery or

rion-kýet-y )f rn,_,dication to the patient,

rop.-r pc-formance, use only Infusion Sets authori- d by
ley for use with the OutBound Infuser.

th.ý 
iý-spoitsibility of the healthcare provider to ensure that

ýIai ie. it is educated in the Proper use of the OutBound Infuser.

ik2niý (i JSzl,) law restricts this device to sale by, or on the
"ro jf. a physician.



-INSTRUCTIONS FOR USE

MIXING AND USE INFIORMATION

The OurBourld Infuser is a fixed-tate infusicm system. Flow MUC

is controlled by the attached Infusion Set. Flow rate can only be
altered by selecting a different OutBound Infusion Ser.

The OutBound Infuserand dedicated Infusion Sets are designed
to deliver 100 cc of flu;.(l over the duration stated on the
Infusion Set Flow Rate Tag. An optional 10 cc of fluid can be
added as a KVO volume. If you choose to use this optional
feature, the final fill volume of the OutBound Infuser will be
110 cc. The medication dose should lie concent-ated to take
into account the KVO volume.

Note. For proper fluid or medication administration, you must
fill the OutBound Infuser to 100 cc. Fi[ling it with less than 100
cc will result in delivery ending before the dulation stated on the
Infusion Set Flow Rare Tag.

The 011tBOUnd Infusion Sets have been calibrated to deliver
fluids or medications with viscosities equivalent to D5W.
Changes in fluid viscosity will affect the OutBOUnd flow race
performance. Increased solution viscosity will slow the rate of
infusion. To complete delivery on schedule, you will need to fitl
the device with less than 100 mt. Solution viscosities less than
D5W will cause the OutBound flow rate to run faster than stated
oil the Infusion Set Flow Rate Tag. Additional fluid volume can
be added to the Medication Reservoir to corupteýýz,. delivery on
schedule,

Optional Mixing Procedure -- Adjusting Delivery
Schedule with the Infusion Sets

Delivery duration can be adjusted by under-fiiling the OutBound
Infuser. To calculate the required fill volume for the new delivery
schedule, divide the desired length of infusiou by the dUr;--ttion
stated un the Flow Rate Tag. Multiply that result by 100.

Example: You want to deliver a 3-day infusion regimen usin', a
5-day OutBound Infusion Set:

Normal Fill Volume for 5 days: 100 cc
Duration Desired: 3 days, or 60% of the 5-clay

tubing set specification
Fill Volume: 60 cc, or 3/5 of 100 cc

You must add 10 cc additional volume if you intend to use the
optional KVO feature.

A CAUTION
As with any sterile product, use aseptic technique when preparing
the OUtBound Infuser and Infusion Sets for use.

I ý Prepare the transfer syringes cc) be used to (ill the OurBound
Infuser. It is recommended that Luer Lock syringes be used.

2. Inspect the OutBound Infuser package to confirrn that it has not
keen opened or damaged. Sterility is not guaranteed for a

prod-uct whose package has been opened or damaged. Then open the
package and remove the Infuser. Place it on a Hat work surface
with the Intet/Outtet Reservoir Port pointing up

3. Remove the Luer cap from the OutBound Infuse,,- Inlet/Outtet
Reservoir Port.

Connect the Luer Lock of the transfer syrittge to the Inlet/Outlet
Reservoir Port. Confirm that the connection is secure. Do not
over-tighten.

A. CAUTION

Do not attempt to penetrate the OutBound Infuser hilet/outlet
Reservoir Port with a needle. Doing so may damage ýhe one-way
f ýow control, valve, causing the unit to Icak.

thin OutBound Infuser Medication Reservoir with the contents
i I)e cn:nsfer syringe using either of the followino two, methods:

'Lime Remaining marks printed on the Medication-H ie Vol
prcvide approximate vo[ume indication only and are I-lot

i),ý ýý,nckd ýo he used for precise measurements-

Meth<,,ýd A.:

ýV; k T ý- tcai,sfer syringe
01 c D bred ý o the OutBOUnd
lf:,,w: l uri i the unit over so

rests ý)n the work
Jý Keering the

syringe-u- V& r Lissernbly
perpendic-la, iý he wi:rk surface, grasp

i, f the transfer
16, push it slowly

ýk 1 )0 , o0t Push on the
Al ýBýýo A ýnaiscr Continue

t Jov,,n oil the transfer
"In,'d in order to push

hc r!i- i,,_-ai ton inro the
ori Rcservoir.

Methi.-ý,d

k"e, p i ý lofuscr testing
,ot (jlýl d.)wn with the
raK ýýyririge perpendicular

ý,,,,,-)rk so rface. With your
IIIPC-`ý the flanges of

ý,qc ýv push down with
ý (-U,ý d-i'WIllb o,i the end of the
.,,ýr ndg - 1-11LMgCT to inject the

ýt7ý,n i.nLo the Medication
WI [lie filling, grasp

I )c ]ý'i Vacuum Chamber
(r"!,, I,,) i,eep the

syringe-assembb; in a stable
.ý,J,Uilar position. Do not
t, hifuser 1:11it front this

I ý lul in"Y' fill ing.

"40.e: -HmL, the OutBound
4u:-, ,, vie'hod:ý other than

4W,;, dý scrdbcdl above could
),-,I ;1i", ̀rw fr4et/Outlet

P

I P-ý)ý,-at steps 4 and 5 for each additional transfer syringe requiredI
i,: ichieve the desired OutBound Infuser fill volume. When the
i, i, t,ier h. is been filled to its desired volume, remove the transfer

., ; o 'ge at id ei clier attach the Luer cap that was provided with the
1, 1 ýý:ser ()i connect the Infusion Set according to the instructions-,,,

I i i ý he next section.

hT) reraove air from the OutBound Infuser, refer to t e
i i i ruc,- ic i is i i i the "Prim i n1a the I nfusi o n Set" sect ion .

identifica ýdel the filled Infuser with the appropriate patient t
irvrnictiori information. iý



CAUTION

,ith any sterile product, use aseptic technique when preparing
OutBound Infuser and Infusion Sets for use.

I . Select the appropriate Infusion Set dedicated f,,t use with the
OutBound Infuser. The duration of infusion is listed on the
packaging and the tubing Flow Rate Tala. Also confirm
that the Infusion Set package has not been opened of
damaged. Sterility is not guaranteed for a Product
whose package has been opened or damage,[.

2. R emove the Infusion Set from its package.
Close the Infusion Set On/Off Clamp.

3. Place the OutBound Infuser flat on a work surface with the
Inlet/Outlet Reservoir Port pointing up. Remove and discard
the Luer cap from the Infuser if present,

4. Remove and discard the cap from the Infusion Set Connector
located nearest to the On/Off Clamp.

5. Using a quick,
continuous motion,
insert the extended
rriale Luer Infuser
Connector into the
Irilet/Outlet

Reser-voir Port white
tUrning it in a
-1,ockwise direction.

cure the
connec-M. Do not

over-tighten.

Note: The OutBound Infusion Set should be prii-ned immediately
before use. Do not prime and store the OutBound 'rifusion Set.

A CAUTION

Do not remove the Infusion Set after it has been connected to the
OutBound Infuser. Removal of a connected Infusion Set may cause
fluid leakage.

E,arnine the Medication
Reservoir for the presence of
air bubbles. While rotating
ýhe Infuser, tap the bottom on
your work surface until you've
moved the small air bubbles
into one large bubble

under-neach the Inlet/Outlet
Reservoir Port.

2. When the air bubbles are Col.
[ected, place the OutBound
infuser flat on a work surface
with the Inlet/Outlet Reservoir
Port pointing LIP.

,move and, discard the Luer
cap from th _- Access Connector
loc.ared at the patient end of
the Infusion Set (nearest the
fiLer).

ol`rlý,,n the On/Off Clamp to allow the
1ý i, I flow to P,-inie the Infusion Set and

aýiv air present in the IvIedication NJ
To prime the fitter, hold it

h,- ( itlei (,toward patient) points
i I Hov, ;I steady flow of fluid into the
tfý,ýr Tip the to eliminate residual
ý1ý . ýX ýr priio-.ing is complete, close the Clamp.

r i lu. T: ic duration of priming wil I vary according to the
17, 'ýet selected.

ktýýjed;atýýly attach the Infusion Set Access Connector to tl e
1-,ý ý,ei it'ýý catheter, Open the On/Off Clamp to start infusion.

[,'ý ý :ýot immerse the OutBound Infuser in water or other fluids.
ý'V' ýAý,n ýinowering, the patient should keep the Infuser outside of

shov( r or olace, it in a waterproof bag.

k ,,-,,)t_,c. the
0 ;ý BOUnd Infuser

darn:iýe
ýUý! ag,laily

use rhe
j,,,ý iýlfflv oesigned
1, 1 )oun(! carrying

ý)-, 1, ýot ýdl times.

1 1, ý_Ig :Wl IiCýl riOn delivery, check for the following:
ie ý usei is emptying.-1 ýnf

1 here s no leakage from the infusion system,
-11ieTe ,, no air in the infusion system.

ý-e ail)ing is not kinked.

LOnM i Medication delivery, open the carrying Pouch froin
i o nme and read the position of the dark plunger ring

ý-ýt ý hk-. ,raduation scale on the Medication Reservoir.

Manufactured by McKinley Medical, LLLP

At 4080 Youngfield Street
C, Wheat Ridge, CO 80033 USA

303/420,9 569

mc,Kwey Customer Support Department:
1411sion 800/5 78-05 5 5

Ouffl,)Lind, the OurBound togo, the_Kin1,,V;A,,hcAj_LLP. nwunta- [,,go, and
'gistemi iradeniarksý)fNIcKinleyývledicýil,LI-LP. U.S. Parent ý 5135UIXI.

ý/08 " W724



DRAFT LABEL COPY

McKinley OUTBOUND-2 Disposable Pump

DESCRIPTION

The McKinley OUTBOUND -2 Disposable Pump is a lightweight device which operates by the sustained pressure

created by filling the pump reservoir. This sustained pressure is the result of the bending of the flexible elastomeric

wall of the reservoir. Maximum fill is as stated on the specific model and ranges from 25 to 1,000 cc. Flow rate

accuracy, either +/-10% or +/-15%, is dependent upon the specific model, medication to be delivered and the

separate rate controlling pump set.

The OUTBOUND-2 is designed to provide a continuous flow of medication, in a medication stable container, over

the user selected infusion period. Nominal output flow rate is dependent on the special flow controlling tubing set,

the viscosity of the medication, and the medication temperature. In general, Increases in viscosity will reduce flow

rate and increases in temperature will increase flow rate.

INDICATIONS AND USAGE

The McKinley OUTBOUND-2 is indicated for patients requiring intravenous, interarterial, subcutaneous, or enteral

administration of medication. It is convenient to use by ambulatory patients.

It is the responsibility of the user to assure that the medication is prepared and administered in accordance with the

medication manufactures package insert.

CONTRAINDICATIONS

WARNINGS

I . Discard after a single use. The unit must not be refilled or resterilized.

2. The user is responsible for selecting the correct flow rate tubing. The correct flow rate tubing must be used for

the rate prescribed. Use only McKinley OUTBOUND-2 rate controlling sets. Other sets will not work.

3. Pumps must be filled in accordance with procedures described under DIRECTIONS FOR FILLING.

4. Do not fill beyond volume specified for model used.

MIXING AND USE INFORMATION

1 . The OUTBOUND-2 pump is a constant pressure device designed to flow at a nominal rate dependent upon the

special flow control set used and the viscosity of the medication. Special sets are required for enteral

nutritional fluids. Sets for I.V. infusion include an air eliminating filter. The quantity of solution for the pump is

prepared in accordance with the manufacturers instructions.

2. Alteration of dosage is achieved by adjustments in concentration or by changing the rate controlling set.

3. Adhere to drug manufacturers package insert if drug reconstitution is necessary.

4. Labeled flow rate accuracy is specified for water at 70 Fý

DIRECTIONS FOR FILLING
Use aseptic technique throughout entire procedure.

The OUTBOUND-2 pump is filled by injecting the medication through the combined fill and delivery luer connection.

A standard syringe with a locking luer or a pressure filler capable of up to 12 PSI pressure is required.

1 . Remove the luer cap.

2. To fill the OUTBOUND-2 pump, connect the filling device to the combination fill and delivery luer port. Make

sure that the connection is locked. Do not attach a needle to the fill device. 
A
'!Jý



3. After filling to the prescribed vt,ýume, recap the pump or attach the special flow control set INUSER
CONNECTOR luer fitting to the pump luer connection. The INFUSER CONNECTOR is located at the label end of
the flow control set prescribed. Only the special INFUSER CONNECTOR end of the control tubing set will open
the pump valve to begin flow. Prime the set to remove air and clamp the tubing with the clamp provided on
the set.

4. Apply the patient label to the pump and send to the patient.

DIRECTIONS FOR USE
Use aseptic technique throughout entire procedure.
NOTE. Always check flow control tubing label to confirm flow rate!

If the pump tubing set is connected to the pump, then connect the luer connection to the patient and open the
clamp to begin infusion. If the tubing set is not connected to the pump, then connect the tubing per the
INSTRUCTIONS FOR FILLING above and then connect to the patient.

HOW SUPPLIED

Pumps are supplied 20 per box. OUTBOUND-2 Flow Control Sets are separately packed 20 per box.
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