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g': / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3 C
%,
Q\;h Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR 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.

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 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
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. 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
"http://www.fda.gov/cdrh/dsmamain/%tml".

t

Sinlderely ‘you %,,
f ) T 0L 1/h

Ti ‘A. Ulatowski

Directibr

Divisibn of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation

Center for Devices and

Radiological Health




FROM : FAX NO. : Feb. 10 1999 88:57AM P2

Indications for Use

510(k) Number (if known): K982256

Device Name: OutBound/OutBound |l Disposable Infusion Pump

indications for Use:

The OutBound DIP is indicated for intravenous, intra-arterial, subcutanecus, 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 __ t/” or . Over-The-Counter Use |
gt ced® (Lo clga A
(Division Sign-Off)
Division of Dental, Infection Control,
and General Hospital Devices

510k Number A Z S 32 S G
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Yvana Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

SEP 30 1998

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: 1II
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. o

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 Requlations, 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
"http://www.fda.gov/cdrh/dsma/dsmamain.html".

Sincer ~yours; -

MG WP g~
. Timothy A. Ulatowski
Director

Division of Dental, Infection Control,

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

Radiological Health

Enclosure



- Indications For Use

S10(k) Number (if Itnown)K982256

Device Name: outbound Disposable Infuser

Indications For Us2! phe Outbound infuser is indicated for-intravenous
intra-arterial, subcutaneous, epidural, and|[(bH) (%) (b))

(D) thia of medications or fluids reguiring continuous delivery

at controlled infusion rates.

: H ' AGE IF NEEDED)
(PLEASE DO NOT WRITE BFLOW -THIS LINE-CONTINUE:ON ANOTHER P

Concurrence of “CDEH, Office-of*Device Evaluation (ODE)
onc

(W

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

510(k) Number __ A F 520 55

P bl .
L s€ / OK
E:escrl t on U QUEI"IT%E.-COU. tor Use

(Optiomal Format 1-2-96)
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAR 3 1999

Ms. Suzanne Dennis

Director, Regulatory Affairs/Quality Assurance
McKinley, Incorporated

4080 Youngfield Street

Wheat Ridge, Colorado 80033 USA

Re: Ko982256

Trade Name: Outbound Disposable Syringe Infuser/
Outbound 2 Disposable

Regulatory Class: TI

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, 197s,

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 bractice,

labeling, and prohibitions against misbranding and
adulteration.

pecial 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 aMmp regulation may result in
regulatory action. 1In addition, the Food and Drug
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Administration (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
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. 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
“http://www.fda.gov/cdrh/dsmamainfbtml".

Ti by AL
Directibr
Division of Dental, Infection Control,
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health



FROM : FAxX NO. : Feb. 1@ 19399 @8:57aM P2

Indications for Use

510(k) Number (if known): K982256

Device Name: QutBound/OutBound || Disposable Infusion Pump

Indications for Use:

The QutBound DIP is indicated for intravenous, intra-arterial, su'bcutanecus, 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)

o
| Prescription Use Y or Over-The-Counter Use ]

- o]
cepeooer (FGccogs £
(Division Sign-Off) '
Division of Dental, Infection Control, ?
and General Hospital Devices

© S10(k) Number 47 & S22 2S¢
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

SEP 30 1998

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 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
"http://www.fda.gov/cdrh/dsma/dsmamain.html".

QJ Timothy A. Ulatowski
7 Director
Division of Dental, Infection Control,
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiclogical Health

Enclosure



- Indicatlons For Use

S510(k) Number (if ltmown)K9E2256

Davice Name: Outbound Disposable Infuser
Indications For Usa: The Outbound infuser is indicated -for-intravenous

(b)(4)

intra~nrterial,

ol | of medications op fluids reguirin

at controlled infusion rates.

subcutgneous, epidural, ang (b)(4)

9 continuous delivery

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

Concuxrtrence of “CDRH, Office-of*Device Evaluation (ODE)

(Division Sign-Off) o

Division of Denta}
and General Hospi

, Infection Control,
tal Devices

S1000) Number __ A 2 5.2 S~ sz

Prescription Use / OR,

Over-The-Counter Use .

(Opriocnal Format 1-2-96)



Lo Reviewer(s) - Name(s) /o / (’,/U Co TR MH
GI20v6 N/
Subject:  510(k) Number %6 / j 29 3 / _S
To: The Record - It is My recommendation that the subject 5 10(k) Notification:
CIRefused to accept.

1] Requires additional information (other than refuse to accept).
| Accepted for review .
m Is substantially equivalent to marketed devices.

CINot substantially equivalent to marketed devices.

De Novo Classification Candidate? CIYEs

[Jother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? CIvEs
Is this device subject to the Tracking Regulation? CIves
Was clinical data necessary to support the review of this 51 0(k)? CIyes
Is this a prescription device? B3vEs
Was this 510(k) reviewed by a Third Party? CIyes
Special 510(k)? B2VEs
Abbreviated 510(k)? CIves
This 510(k) contains:

Truthful and Accurate Statement DRequested Enclosed
(required for originals received 3-14-95 and after)

A s100) summary OR BJA 510(k) statement

[J The required certification and summary for class III devices

& The indication for use form (required for originals received 1-1-96 and after)
J Material of Biological Origin ~ [] YES KINo

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

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

Memorandum

[J No

4 No
NO
BdNo
I no
3 No
& No
B nNo

1 No Confidentiality [] Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

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

Vi %@&M G A/ D23 57;/5’5’/ 8

" (Brafich Ch (Branch Code) Date)
al Review-gﬂ&ﬁw\*m
,&Tv‘ismn Director) Date)

vised:6/2//98
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Page 1 of 510(k) review

MEMO TO THE RECORD
510(K) REVIEW
DATE: 9/29/98 OFFICE: HFZ-480
FROM: Hung Trinh DIVISION:DDIG/GHDB
DOCUMENT: K982256
COMPANY NAME: McKinley

DEVICE NAME: OutBound

Contact point: Suzanne Dennis
(303)420-9569

NARRATIVE DEVICE DESCRIPTION

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| (°) (4) . (D) (By4), (b))

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:

Life-supporting or life-sustaining: no

Implant (short-term or long-term): no

Is the device sterile? yes

If yes, is sterility information provided?| () (4), (D) (5) n)a), p)s)

aOw P

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? (D) (4), (D) (5) p)4) b))

Does the device contain drug or biological product as a component? no

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

I Software-driven: no

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

=N

o
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

i 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 no
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.

O.  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 ITI 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 7
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 description? n/a

o

L Thalos
A 1 '

!

o)



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.

August 18, 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
OUTROUND 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 Street 303.420.9569
Wheat Ridge, CO 80033 USA Fax: 303.420.8585

McKinley

AT . g . [}
‘\/»Illli iv/(’l/l/{Cf- m [)7/1{31(7)7

August 14, 1998

sam Fia]

i

U.S. Food and Drug Administration o
Center for Devices and Radiological Health o

Document Mail Center (HFZ-401)

1390 Piccard Drive

Rockville, MD 20850

att: Document Control

RE: 510(k) Notification — KS82256
OutBound/OutBound Il Disposable Infusion Pump

Dear Madam/Sir:

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

e Revised Indications for Use form
e Comparison of Predicate Devices

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

Sincerely,

%Z&/; - “5}3”"3/"{/"1\\»;’)[ iy B
/-

-~
.-'/

Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance

Ves n
% 2



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. BRecause 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 GFR 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,

Pl y .
3 . i X )

med“ Uk E}%iyuﬁwﬂﬂwm_ww~
Marjlorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health



Indications for Use

510(k) Number (if known): K982256

Device Name: OutBound/QutBound Il 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

Volume

100 cc

85 - 100mi

No significant variation.

Flow Rate

0.6 - 4.0 mi/hr

0.5-2.0 mi/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
by () (4) (b)(4)

(0) )@ Therefore, there
are no significant differences.

Delivery Accuracy

+/- 10%

+-15%

no significant variation

Function

Vacuum

Elastomeric
Pump

Both are well known and approved
technologies. Vacuum pumps tend
to provide more accurate delivery.




Comparison of Predicate Device (continued)

Indicated for
intravenous, intra-
arterial,
subcutaneous and
epidural infusion of
medications

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

PainBuster is intended to
perform one function, while
OutBound has multiple uses.
The company offers a variety of
pump models, which are
marketed for different
indications

Contraindications

Infusion of (1)
blood, (2) insulin,
(3) critical or life
supporting
medications and
(4) solutions
incompatible with
the infuser set and
pump materials.

Not designed for
epidural,
subcutaneous or
vascular drug
delivery. Not for
blood, blood
products. Not for
chemotherapy drugs

All pumps function in the same
basic manner. McKinley

believes| (P) (%) b))
(b)(4)

(b)(4)

RUCS

Z

ote

1. Equivalent information for the Sgarlato SurgiPeace (K898422) infusion pump could
not be obtained however available marketing materials are enclosed.




IFLOW PAINBUSTER
REFERENCE MATERIAL



Models: P0E500S, P100020

- PainBuster™
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.

o
® 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

CONNECTS TO CATHETER
Use Aseptic Technique
1. Close clamp on tubing.
2. Remove protective cap from filling port.
3. Attach filled syringe to the fill port and inject fluid into Ll

pump. Repeat if necessary. Do not fill over 65mi or
125mi as applicable (refer 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 ciamp until
ready for use.

FATER e

DISTAL END T
Filling the Elastomeric Pump : %
|

Placing the Catheter \

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

Cut catheter to desired length. :

Attach the catheter connector to the unmarked end of the catheter. Tighten :

until catheter cannot be removed.

Attach the catheter connector to the pump tubing. .

Tape catheter securely in place. / é; !

Apply appropriate dressing to catheter site. g

a b

@oND



Starting the PainBuster System

1.

3. Secure PainBuster Pump to the outer dressing with tape as desired.

Open the clamp to begin delivering medication.
2. Secure flow restricter to skin and apply desired dressing.

Delivery Time Information for the PainBuster

POBS005 P100020
[ NOMINAL FLOW RATE (mi/hn) 0.5 2.0
NOMINAL VOLUME (mi) 85 100
MAXIMUN VOLUME (mi) 85 125
RETAINED VOLUME (m)) <§ <5
VOLUME {m)
APPROXIMATE DELIVERY TIME
12h 3%
24h1d 85
48 h2d 35 100
72N 3d 45 125
88 h/4d 55
120h/5d 65
84N/ 35d

Delivery accuracy is £15% (at a 95% confidence interval) of the
labeled infusion period when delivering saline at 88° F (31°C).

NOTES:

1. The infusion rate for each PainBuster 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 (31°C/88°F). Temperature will affect solution viscosity,
resulting in shorter or longer delivery time. if the PainBuster is used with the flow restricter
at room temperature (20°C/66°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 heaithcare profassionat. ‘
APRODUCT OF ’
For Customer Service Cﬂ"F@W/}O /77 ]
Call: 1.800.448.3569 I-FLOW CORPORATION
LAKE FOREST, CA 92830
U.S.A.

13018918
srag



SGARLATO LABORATORIES INC.
REFERENCE MATERIAL
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SGARLATO LABORATORIES, INC.

250 ALMENDRA AVENUE, 1.OS GATOS, CA 95030 = 408/389-4638 » B00/421-5303 » FAX 408/354-4922

(DD )y
Fax |(P) (%))

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
epidural infusion.

The PCIP has a unique fail safe flow restrictor desigh which provides
a continuous and constant flow rate. There are two models available.
The flow rates are: 0.5 ml/hr & . 2ml/hr. The 0.5ml flow rate has
proven very effective for most small joint surgical ‘procedures, The
reservoir can contain up to 100 ml of medication. For larger or
- multiple wound sites, an 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 éffective form of therapy compared to other
pain control devices, drugs andfor 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 ingurance's have been reimbursing 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

Sincerely,

AZ;: D dhs
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Take Aim
| at the Site of
| Post-Surgical Pain

Now you can provide your patients with
continuous infusion of a local anesthetic
directly to the surgicat site via Sgarlato Laty's
new SurgiPEACE" systern.

Patient Benefits

® Reduced pain and increased comfort
® Improved compiliance and satisfactor:
® Reduced narcotic side offects

® Enhanced recovery period

Physician Benefiis

® Safe, restricted dosing

® Easy to use

® Minimal patient In-servicing
® Improved patient relations
® Practice enhancement

7 Sgariato Laborotories, Inc.

Sgarlato Laboratories, Inc.
237 Almendra Ave.sLos Gatos, CA 95020

{800) 421-5303  (408) 3994638 |
PAX (408)354-4922

]

9

Patent # 5,078,679

Patent # 4,997 420




" %Clinlai sidies Faiea ubstar
*Allows earller mobilization it
_*-Many potentiai epplications for p

Intreducing SurgiPEAGE  Pain Control System

pree T

- Lightweight and portable:
® Fully self'contained.

COST EFFECTIVE L
* Low cost : "

* May facllitate earlier P
* Should facilitate outpatient surgical proced

SUrgiPEACE® kit includes:

Drug reservolr pump (100 cc capacity), draw-uggs
syringe with needle, Infroducer needle, flow.
regulator and.catheter. e

“Optional accessory kit includes addifional
flow regulator and catheter:

Sgariato Laboratories, Inc.

Sgarlato Laboratories, Inc.
237 Almendra Ave.» Los Gatos, CA 95080

(800) 421-5303 «(408) 399-4638
FAX (408)354-4922
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I A Significant | morovefnen

Take Aim
at the Site of Pain

Now you can provide your patients with

safe, reliable, and acerrate continuous

Infusion via Sgariato Lab’s Paln Controi Infusion
Purnp systern. PCIP is suitabie for delivery of local
anesthetlc directly to the pain site. There crre maciry
potential applications for pain mancgemenit.

The PCIP system is a complete, ightweight
disposable device which provides constant
Intemal pressure via a unique precision
Ccompression spring and a flow resistor to provide ¢
consistent Infusion flow rate throughout the entire
Course of therapy. The flow rate is selected by the
physician and cannot be changed by the patient
thus ensuring safety and efficacy. The medication
reservolr Is constructed of a high quality durabie
and stable plastic which.is sultable for ambulatory
use. This simple and practicai system is an
excellent low cost option for many of your

pain treatment needs.

Y Sgariato Laborateries, Inc.
250 Almendra Ave.

Los Gatos, CA 95030
408/399-4638

800/421-5303

Fax: 408/354-4922
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X mvlty’ dependem a:’*nd dc}es nof requ &)
”"‘or,elecfromc; pump pmgmmmmg :

0 5 ml/hr
1 mi/hr -
- ] 2 ml/hr 7100 mi
gellable and Durable RS
» . OUter markings on bdrel show exccﬂy how much fmid is m the
.. resérvoir at any poinf in fime.

o " Durable hard plastic pumnp design minimizes pessibiiity of pump being /

‘damaged or crushed, especially for long term use.,

; _ All polypropylene housing provides for greater drug stabliity and // e
‘é;":; 2t

- loss sensitivitles .compared to elastomeric pumps. Diug stc:bun‘y
Informcﬂon Is avallable.

| _Cost Effective

¢ Reducss or eliminates po’renﬂally expensive clinicic
': Intervention time.

- pain freatment.
Insurcnce bllling qvq!labie

SR g = e

> Caﬂ‘g : _ﬁ‘_er, néedfe cafhe?ar conmumm
4 ddopfer fofmuhple ca‘me’rers. SRRRE

'800/421-5303

Fax: 408/354-4922
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The SurgiPEACE Pain Control System is a portabie int%n(qn pump
designed to deliver medication direstly to the surgical site for
management of pain. ,

How _the Syatem Works

SurgiPEACE administers local pain medication directly to the pain site
via a tiny tube which 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 forms of therapy such as pain killers
and narcotics taken orally which go throughout the entire body and
sometimes cause side effects such as drowsiness, disorientation.
nauses or other adverse resctions.

SurgiPEACE is comprised of a reservoir with internal spring pressure,
tubing and a very precise flow regulator. The device has been filled
with medication 10 flow continuously for a specific period of time.
The system shouid remain completely intact for the duration of the
period. Do not remove the blue cap or disconnect the device in any
way,

1L _Complications Arise
If you experience any problems with the SurgiPEACE unit such as
leakage, the device becoming disconnected, the tube pulling out of
the wound site, or if you experience discomfort or excessive pain, call

your physician immediately. He/she may prescribe supplemental
medication if necessary.

There is a white clamp on the thicker tubing to restrict the fluid flow
if necessary. This should be done only upon the direction of your
doctor. As a general rule, you do not have 10 do anything with the
unit because it is fully self conatained and automatic.

A full syringe will 1ast approximately 2 days. You may remove all tape and pull the ‘f:
tubing out when the syringe is empty. Place all tubing and the syringe in 2 ziploc ¥
bag and bring it with Yyou 1o your first office visit following your surgery. Q/ };/



INDICATIONS _
The system Is Indicated for the relief of pain In patient:

following surgery, by the continuous administration of
modication ino the wound sile. 1 Is corvenlent for us«
by ambutatory patlants. i

CONTRAINDICATIONS
Not intended for Intravenous infuslon.

WARNINGS ,
DISPOSABLE - Destroy altar single use. Do not refill
or rasterifize,

Do not overfill davice. )
Foliow drug manufacturers instructions for the med-
leation being used.

CAUTION
Federal (U.S.A.) Law restricts this device io sale by or
on the order of a physiclan.

DIRECTIONS FOR USE:

Use Aseptic Technique.

FILLING RESERVOIR PUMP

1. Close on/off clamp of medication tubing.

2. Remove proteciive cover from lemale luar lock
filling port and discard.

3. Altach 60 mi ayringe withotut needia {1 filfing port
at the top of the Pump Reservoir (refer to figure
1.). Fill reservolr with up to 100 mi of madication.

4. Once filing Is , femove syringe. Secura-
ly altach blue raplacemant cap o filling pont o
maintain a stordle filling port.

PRIMING SYSTEM (reter to figure 3a.)

1. Attach clear connector to medication cathater by
pushing cathater Inta conneclor as deeply as
possibla. Twist connector as tightly as possible,
usa MAXIMUM XAND FORCE Io screw conneclor
components togather Io assure thal the catheler
will not pull out. It is almost Impossibla 1o constrict
the catheler flow by maximum tightening.

2. Hold system reservoir and fitter In upright pasition.
Loosen proximal luer connector (green) to aftow
{rapped air to exit.

3. Open onfofl clamp {solution will aumtomatically
begin to flow Into tubing and catheter). (Tighten
proximal luer conneclor when {luid flow without
air reaches connactor.)

4. Hold the filter vertically and Lap fler kightly 1o remows:
air bubbles.

0 SRR

Manutaciured lon
SGARLATO LABORATORIES, INC.
237 ALMENDRA AVE. '
LOS GATOS, CA 95030
Phone 1-800-421-5303
1-408-399-4638
Fax 1-408-354-4922

AdB0G164 P23 REY, 1497

e e

&, Haap peiming ndl i ale s prumges: o
fubing, Mer anvl cathaiar. i

& Mow 10 minules belors pacing calheler n patient
10 see medication diops fow 1 the end of the
medication catetor, 1 flow 4 pol sean, allempt
priming with 80 mi syriege liled with 10 mi or
more of madication. Tlamp o bing with pinch
clamp. Disconnect prodmal lier conneclor and
prach distal conmection 1o syringe. Asplrate air
bubbles and then jfors medization Msially unil
drops of medicall vy sewn al distal ead of
medication caihweiss, ¥ fiowr s nol seen, dlscard
uril and repeal abows steps wih new Pain Control
Infusion Pumg k. 1 fow I seen, reattach proxd-
mal connecior and einags o ubdng damp.

PLACING CATHETER |
NOTE: Prime sysiam tompis!
catheter,

v figuise 1)
i prior to piaclag

METHOD A: FROM (HSIDE THE WOUND

1. Push Introducer needie from the sungical wound
site subculanesusly and punclues throogh sidn of
& desied location away fron: T surgical wound
sfle.

2. Throad opaen and of satfeier Prough e tp of the
catheter introcucer needia o the puncture site
unti the cathetar is seen I the sugical wound sia,

3. Place the end of the ratheler in an appropriale
focation {not In & wessed) wilhin e ¢ wotind
site,

4, Tapa cathelor ' $w sidn I isvent the catheler
from pulling cut of the wourd site. 1t 1s mosl
eifective o laps i 2 Tnesr paraliel manner lo the
catheter {rofer i Tigues 3.0

5. Remove infroducer newde i wound site leaving
cathstar in place and dispase W noedis In acsor-
dance with insiituliona’ prodenal.

METHOD B: INSERTION THROUGH SKIN

1. Punclure introducer needie thipugh the skin at a
desired tocation extemat jo the surgical wound
site; push the Intreducer aseds subculaneously
into the surgicat woum! sl

2. The cathetar is laii free, unpitached from the
connecior, Push catheler inte the hub end of the
neadls and allow catheler o st at the needie fip
Into the surgical wournd site.

3. Removeg Inlroducer seedis and igpe calheler as
described in Mathod A& steps 4 and & ahove.

4. Aftach catheter In doar sonmacir per Priming Sys-
tem Progedurg Slen ©

“DESCRIPTION

®, 35

The Faln Coniret Intusion Pump is
a complete, lightweight, disposable
device which uses a constant intes-
nal pressure 1o Infuse medicalion
for control of pain. The system Is
deslgned to deliver medication con-
tinucusly into the surgleal wound
site over the Infusion period.

figure 1.

60 ml Syringe

Female Luer
Filling Port

Pain Control
Reserveir pump

HIH T

figure 2.
Surgical Wound

Catheter introducer
Needle

Remove Catheter Catheter
introducer Needle

: \\ === Madication

Catheter

R g

Catheter

Pain Controf Reservoir Pump

sedication Connector




JUL-24-93 FRI 15:09 SCARLATC LakRs GEBIS44I22 P.Bs

Additional information is provided inside the sterile kit.

IMPORTANT: Use aseptic technique.
RECOMMENDED: Administer prophylactic antibiotic.

FILLING RESERVOIR FUMP:

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.

PLACEMENT OF CATHETER;

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 hamness to reservoir. Patients can wear or carry

device however they prefer. 5 (:;
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@gaﬂam Labs) A Significant Improvement in Portable Infusion
Take Aim e

@About Sgarlato Labs  at the Site of Pain

@Products Now you can provide your patients with
safe, reliable, and accurate continuous
@QOrder Form infusion via Sgarlato Lab's Pain Control

. Infusion Pump system. PCIF is suitable
@®Educational Workshops for delivery of local anesthetic directly to
) the pain site. There are many potentia
@Email Us! applications for pain management.

The PCIP system is a compiete,
lightweight disposable device which
provides constant internal pressure via a
unique precision compression spring and
a flow resistor to provide a consisteni
infusion flow rate throughout the entire
course of therapy. The flow rate is
selected by the physician and cannol og
changed by the patient thus ensuring
safety and efficacy. The medication
reservoir is constructed of a high quality
durable and stable plastic which is
suitable for ambulatory use. This simpi
and practical system is an excellent low
cost option for many of your pain
treatment needs.

Sgarlato Laboratories, Inc., 237 Aimendra Av,, Los Gatos, CA 95030
(800) 421-5303 o (408) 354-4922

http://www.sgarlatolabs.com/painmgmt.htm 6/16/98
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; Pain Management
LN N . h
ASgariate Labs) Pain Control Infusion Pump
@AboutSgarlatolabs Continued
Safe and Accurate
@Products
. +  Consistent and reliable flow rate thoughout therapy via a

@Pain Management precision compression spring.

» Tamper resistant design and unique flow restrictor prevent
@Order Form excess drug delivery and rate manipulation.

= Sterile "closed" system design with integrated tubing reduces risk
@Educational Workshops of contamination.

= Disposable after single use
@ Email Us)

Simple and Practical

- Easy to use. Syster is not gravity dependent and does not
require drop counting, rate setting or electronic pump
programming.

»  Minimali patient and staff training.

« No cords, outlets, batteries or 1.V. 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 mi/hr 100 mi 8 days

PCIP 2000 2 mi/hr 100 mi 2 days

Reliable and Durabie

»  Quter markings on barrel show exactly how much fluid is in the

reservoir at any point in time,

« Durable hard plastic pump design minimizes possibility of pump
being damaged or crushed, especially for long term use.

« Al polypropylene housing provides for greater drug stability and
less sensitivities compared to elastorneric pumps. Drug stability
information is availabie

Cost Effective

« Reduces or eliminates potentially expensive clinician intervention

time.
= Low cost alternative o other more costly forms of pain treatment.

= Insurance billing available in sume arsas. Please call for details.

indications and Usage: For palients requiring slow continuous
administration of medication. It is convenient for ambulation use for

inpatients, outpatients or home carg.
Contraindications: Not designed for rapid infusion of medications.

Kit Options: Catheter, needie, catheter connector, "Y" adapter for
multiple catheters.

' Sgarlato Laboratories, Inc., 237 Aimendra Ave., Los Gatos, CA
95030
(800) 42°-5303 p (408) 354-4922

http://www.sgarlatolabs.com/pcip2.htm 6/16/98



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,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health



DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

Food And Drug Administration

R , Memorandum
F. Reviewer(s) - Name(s) How G TR i
Subject:  510(k) Number K q Y 2 a 5 <ﬂ
To: The Record - It is my recommendation that the subject 510(k) Notification:
CIRefused to accept. ,
ERequires additional information (other than refuse to accept). ¢ fovia b w{ﬁ(
DAccepted for review .
Clis substantially equivalent to marketed devices.
[INoT substantially equivalent to marketed devices.
De Novo Classification Candidate? OvyEes O no
Clother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? [CIvEs d No
Is this device subject to the Tracking Regulation? OvEes [0 Nno
Was clinical data necessary to support the review of this 510(k)? C1vEs CINo
Is this a prescription device? CIYES [J no
Was this 510(k) reviewed by a Third Party? Clyes 0 No
Special 510(k)? CIvEs [ Nno
OyEs O No

Abbreviated 510(k)?

This 510(k) contains:

Truthful and Accurate Statement DRequested [ Enclosed

(required for originals received 3-14-95 and after)
[JA 510(k) summary OR [JA 510(k) statement

[J The required certification and summary for class III devices

[J The indication for use form (required for originals received 1-1-96 and after)

[ Material of Biological Origin ] YES

O w~o

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

[ No Confidentiality [ Confidentiality for 90 days

Predicate Product Code with class:

[J Continued Confidentiality exceeding 90 days

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

Final Review:

Revrew: %@ﬂ o 'gzgﬁv"y cale G 7/;2‘?/?29'
(Branch Chief) (Branch Code) (Date)
(Division Director) (Date)

Revised:6/2//98

-0



510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

- New Dovioe e Compared to
’— Maskctod Dovloc*

. No De the DU feronocs Aler the latondod Yes
Docs Now Dovioc Have Same Thermpoutic/Diagnectic/cte.
Londication Statomaontc? Effoct (la Docldlag, May “Not Subctantally
Coadder Impact on Safcty and Equivatont®
Yes Effoctvencsc)? = Dctermlnation
] No
Daar{pdre Infomaation HNew Deovloe Has Sane Intandod New Dovioe Has New —ameee ()
showt New ¢ Markctod Use and May be “Subctantally latcnded Uee
Dovice Roquested Equdvelad”
as Needod
Doct New Devioe Have Same Coddd the Now Do the New Characterictics Yes
Tecdhnvologlonl Charncterietics, No Charncterictios Yes Ralse Now Types of Safety o —=
<. g.. Dedgn, Materlale, ce? Alfoct Safcty Eff ectiveness Questions?*®
Yes or Effoct{veness? No
Q) re ©
No Arc the Deserlptive Do Acceptod Scieatific Mcthods
e — Charncteristic Prodse Encugh Exist for Asscaslag Eflects of
te Ensure Equivalonoc?

Yes
No

the Neve Charncterfsties? No

v
Arc Performance Data Avallable Arc Perfocmance Data Avallable Mo
10 Arscss Equivalence? == to Assers Effects of New ey
Charscteelsthes? =
Yes
Yes
Pecfocmance Performance
Duta Data
Requdred Roqulred
L Performance Data Demonstente = Q- O O Performance Data Demonstrate =
Equivalence? cs Yes Equlvalence?
No No .
. i
To “Substarwially Equdvalont®
Dcterlaation

S10{k) submissiong comparc new devices 10 marketed devices, FIDA rcquests additiooal inforas
Letween marketed and “predicate” (pec-Amcadmeats of ceclassified post

atioa il the cclatiguship
-Amcadments) devices is undlear,

This dccisioa is normally based on descriptive infocmatioa aloac, but limited testing information is somctimes required.

°7* Data may be in the 510(k), other 510(k)s, the Ceater's classification files, oc tlic fiterature,

_ .



MEMORANDUM

Reviewer: Hung Trinh Division: GHDB/DDIGD
Date: 7/21/98 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:
I contacted Ms. Dennis and told her that the predicate devices that[ (5] () LBk (B

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

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

H-— -5 —pyaymys) . Ms. Dennis understands that the
submission will be placed on hold pending the receipt of the additional information.
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McKinley

To: /‘/ 230 //27/ ) H-
Company: F‘) /i

From: .3 «28771€ D«f/)ﬁL‘S
Date: 47 /9./ / 8

cC:

Subject: (/O/) gd’,(ca,ﬁj_ Aedde C e

FaY NO, 303 420 8585

A McKinley Medical LLLP
4080 Youngfield Street
Wheat Ridge, CO 80033 USA
303.420.9569

Fax: 303.420.8585

FAX

P. 01

Fax Number: 35/ / 450-30022

# Pages: 3

~
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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 1o the outer dressing with tape as desired.

Delivery Time Information for the PainBuster

POBSA0S P100RZD
[ NOMINAL FLOW RATE (muhr) 05 20
NOMINAL VOLUME [l ) a5 100
MAXIMUM VOLUME (mb 85 125
RET/ ME (mf) <5 <$
VOLYME {mb
APPROXIMATE DELIVERY TIME
12N as
24N1d 63
48N 2d 3s 100
72N 3d 45 125
ogn/ 4d 55
1200/ 5d 65
Beh/35d

Delivery accuracy is £15% (at a 95% confidence interval) ofthe
labeled infusion period when delivering saline at 88° F (31°C).

NOTES:

1. The infusion rate for each PainBuster Pump is indicated on gach cap.

2. Actual infusion times may vary due to:
-viscosity and/or drug concentration. :
-positioning the PainBuster pump above (increase) ar below (decrease) the catheter

site.

-ternperature; the PainBuster flow restricter (located distal to the filter) should be close {o.
or in direct contact with, the skin (3T C/88°F). Temperature will affect solution viscosity,
resulting in shorter or longer delivery time. If the PainBuster is used with the flow restricter
at room temperature (2C°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 passible

incompatibility problems.

Infusion is complete when the PainBuster Pump is no ionger Inflated.

CALTION
Federal (U.S.A) law restricts this tevies lo sala by or the order of & healthcare professional, '
APRODUCT OF

For Custener Service : 4 < _Jo :
Call: 1.800,448.3569 IFLOW CORPORATION .

, LAKE FOREST, CA 92830 ;_y}i ‘:

U.S.A. ¢
13018918 .
</ag % k?
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Models: POG500S, P100020

o e
L,/’{f"‘/"r%‘

PainBuster” | LgeRsE

INTENDED USE

The PainBuster is intended to previde continuous infusion of a local anesthetic directly into the

_ intracperative site for postoperative pain management.

CONTRAINDICATIONS

This system is not designed for epidural, subcutaneous or vascular drug delivery. Nat for blood, biood
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
Filling the Elastomeric Pump
1.

2.
3.

Placing the Catheter

1.

b od

XN A

CONRECTS TO CATHETER

DISYAL EWD

Close clamp on tubing.

Remove protective cap fram filling port. E
Attach filled syringe to the fill port and inject fluid into e }
pump. Repeat if necessary. Do not fill over 65ml or o
125m| as applicable (refer to table below). Replace
fill port cap.

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

Insart intreducer needle through the skin (approxi-
mately 3-5cm away from wound site) then push
introducer necdle into the surgical wound site.
Insert the marked end of the catheter through the hub of the introducer needie
into the wound site out the beve! of the needle.

Remove introducer needie 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
until catheter cannot be removed.

Attach the catheter connector to the pump tubing.

Tape catheter securely in place. '

Apply appropriate dressing to catheter site.
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A McKinley Medical, LLLP

4080 Youngfield Street
Wheat Ridge, CO 80033 USA
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July 7, 1998 - _;:’
U.S. Food and Drug Administration ™
Center for Devices and Radiological Health L
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
e 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,

/SZ P

4 " ) i

S A et }/ ol
e (Jj \\‘: P )

Suzanne Dennis

Director, Regulatory Affairs/Quality Assurance

fax: (301) 480-3002

-3

303.420.9569
Fax: 503.420.8585
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Indications For Use

510(k) Number (if lmnown) XK982256

Device Name: Outbound Disposable Infuser

Indications For Usa: . .
The Outbound infuser is indicated for intravenous

intra-arterial, subcutaneous, epidural, and OIS
b . .
() wia) of medications or fluids requiring continuous delivery

at controlled infusion rates.

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

ncurrence of CDRH, Office of Device Evaluation (ODE)

Co

Prescription Use OR Over-The-Counter Use_

(Optional Format 1-2-96)



PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.87(j))

| certify that, in my capacity as Director of Regulatory Affairs and Quality
Assurance of McKinley Medical LLLP, | 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 omitted.

AZ@(%MJ I,

" Signdture

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

McKinley Medical, LLLP July 7, 1998
Company Date

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

e
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McKinley

To: Linh O'Connell
Company: FDA

From: Suzanne Dennis
Dafe: 7 July 98

CcC:

Subject: Requested Statements for K882256

FAX NO. 303 420 8585 P. 01

A McKinley, Inc.

165 S. Union Bivd., Suite 800
Lakewood, CO 80228 USA
303.420.9569

Fax: 303.420.8585

FAX

Fax Number: (301) 480-3002

# Pages: 4

Per your request, enclosed are the Indications for Use Form and the Truthful and Accurate Statement,
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‘ A McKinley Medical, LLLP 4080 Youngfield Street 303.420.9564
, Wheat Ridge, CO 80033 USA Fax; 308.420.8585

McKinley

New Valus in lnfugion®

July 7, 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: 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,

/’545 ﬁ”“”“ﬁkﬂ}iy—v@

Suzanne Dennis
Director, Regulatory Affairs/Quality Assurance

P

fax: (301) 480-3002
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visuis3o LUE UYLl FAX 301 480 3002 FDA/ODE/DD1GD —

Indications For Use

510(k) Number (if lImmown)K9822E56¢

Device Name: Qutbound Disposable Infuser

Indicaktions For Usz: The Outbound infuser is indicated for intravenous

intra-arterial, subcutaneous, epidural, and [(D) (%) (b))
(MQQM) of medications or fluids reguiring continuous delivery

at contrelled infusion rates.

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

Concuxrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use_.

(Cptional Format 1-2-96)
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 CFR 807.87(j))

| certify that, in my capacity as Director of Regulatory Affairs and Quality
Assurance of McKinley Medical LLLP, | 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 omitted.

e Dopes

Sigpature

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

[+

McKinl dical. L1 L P July 7, 199
Company Date

|

982256
[Premarket Notification (510(k)) Number]

MCKINLEY, INC, ADMIN. Fe¥ NC. 303 420 8585 P. D4



Internal Administrative Form

YES

1. Did the firm request expedited review?

2. Did we grant expedited review?

3. Have you verified that the Document js labeled Class 1] for GMP
purposes?

4. If, not, has POS been notified?

5. Is the product a device?
6. Is the device exempt from 910(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. Ifyes, does this new 510(k) address the NSE issue(s), (eg.,
performance data)?

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

T1.1f, yes, consult the ODE Integrity Officér.

12.Has the ODE Integrity Officer given permission to Proceed with the
review? (Blye Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.




Screening Checklist
For all Premarket N otification 510(k) Submissions -

Device Name: (')udL bm,u« JMUQJ& S\,uuwgb %W KL%225b
Submitter (Company): HM,QU_I, ) U‘«kﬁ v

A T
B R
B A

S R D

p

E E |

c v T

Iltems which should be included ; A (')
(circle missing & needed information) i‘ T N v IFITEM
E A IS
D L NEEDED
YES| NO | YES [ NO | YES] NO | ANDIS

1. Cover Letter clearly identifies Submission as. _ ' ’ MISSING -
a) “Special 510(k): Device Modification” ‘ :

b) “Abbreviated 510(k)"

c) Traditional 510(k) g ! f-i

2. “SPECIALS" - onNLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS If , it OR RESERVED CLASS I' DEVICE

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

b) STATEMENT- INTENBED USE AND INDICATIONS FOR™
USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED* .

C) STATEMENT - FUNDAMENTAL SCIENTIF.IC
TECI-{N.OLOGY 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 activities
required, including-methods or tests'used and "~
acceptance criteria to be applied

i) 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 rexdesy.

DCRD form 102 (rev. 04713798 419 Pa1) Page 1



ESE TR S CONTINUE TO SECTION 4 €« € €«

Y IFITEM
is
NEEDED
AND IS
YES | NO | YES | NO YES | NO MISSING

3. ABBREVIATED 510(K): speciaL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS
a) Fora 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) Ifa manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

¢) Fora submission, which relies on a recognized
standard, a declaration of conformity to the standard.

The declaration should include the following:

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

i) A Specification, for each consensus standard,
that-all requirements were met, except for -
inapplicable requirements or deviations noted
below -

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

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

v) A specification of any deviations from each
applicable standarg 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:conformancefef 5 Rl S
the device with applicable consensuys standards
and a reference to any accreditations for those
organizations

d) Data/information to address issues not Covered by
guidance documents, Special controls, andfor
recognized standards

SPECIALS ABBREVIATED TRADITIONAL

> > 2 CONTINUE TO SECTION 4 € €« <
e g

OCRD form 102 (rev. 04/13/98 .19 M) ) A Page 2




YES | NO |'YES [ NO | VES | o MISSING

a) trade name, classification hame, establishment registration

. &
number, address of manufacturer. device class :

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

f)  Truthful and Accurate Statement

g) Indications for Use enclosure

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

|}  Class lIf Certification & Summa (FORALL CLASS Il DEVICES)
i} Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals
k) Proposed Labeling;
i) package labeling (user info)
i) _statement of intended use :
i) _advertisements or promotional materials
i)__ MRI compafibili if claimed)
mj Comparison Information {similarifies and differences) to named
legally marketed equivalent device (table preferred) should
include:
i) labeling
i) intended use
iii)___physical characteristics
lv) _anatomical sites of use B
v erformance (bench animal, dlinical testing N )
vi) __safety characteristics i NA
n) _If kit, kit certification - . Ji
5. Additional Considerations: (may be covered hy Design Controls) v
a) ‘Bfocompétibility data for all patient-contacting materials, J
OR certification of identical material/formulation: ] ‘// /‘
) _cornponent & material L
i) _identify patient-contacting materials _ 1/
i) _biocompatibili of final sterilized product , -
b) Sterilization and expiration dating information:
i)__sterilization method
i) SAL ‘
iii) packaging . 4
V) _speci rogen free . S
V) ETO residues
Vi) radiation dose : - J/
¢) Software validation & verification: /;’ - -
i} _hazard analysig ~— = - ‘ — 1 :
i) _level of concern ™~ ://7
i) _development documentation =7

iv) _certification

SN

£

NG

Items shaded under “NO* are necessary for that type of submission. Circled items and items with checks
in the “Needed & Missing” column must pe submitted before acceptance of the document.

Passed Screening J/Yes No Reviewer: - 7 e : L/é
Date: Concurrence by Review Branch: g '

T Page
14
OCRD form 102 {rev. 04/13/98 419 PM;j




DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administratiom
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
8200 Corporate Blvd.

June 29, 1998 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.

f
J
g
i
i
f

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 ﬁ
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 i
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 motification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless ﬂ
specifically requested of you by an FDA official. Any telefaxed material b
must be followed by a hard copy to the Document Mail Center (HFZ-401) . H

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

210(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, ;7%

Vs
Marjorie Shulman i?L
Consumer Safety Officer

Premarket Notification Staff
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U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

1390 Piccard Drive

Rockyville, MD 20850

att: Document Control

RE: 510(k) Notification - OutBound Pumps

Dear Madam/Sir;

McKinley Medical LLLP 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 medications or fluids | (D)pyta)
(b) (4) (b)(4) The proposed modification is| (?) (%) (b))
(D) (4) b))

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

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,

% / eyt £, Q*’ﬂ S

SuZanne Dennis
Director, Regulatory Affairs and Quality Assurance

C} McKinley Medical 510(k) Notification - OutBound 1

SK
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A.

COVER PAGE

1)

Trade Name:

OutBound Disposable Syringe Infuser
OutBound 2 Disposable Pump

2)

Common Name:

OutBound Disposable Syringe Infuser - elastomeric vacuum pump
OutBound 2 Disposable Pump - eﬂlastc:awu_r_ir:mhafi;:: vacuum pump

Classification Name:

| Ambulatory Infusion Pump

Establishment Registration Number:

[ 1723533

'l Hiospital Pansl

[ 80 FRN: Infusion Pump

16)

Purpose of Submission:

Modified indications for use.
The proposed modification does not 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, 1992 - Prime CADI 120 {OutBound)
K920637 - Jan 15, 1993 - Prime PCA {CutBound)
K971844 - Jan. 23, 1998 - OutBozrﬂ_@Eih "2 S*s{stem

McKinley Medical 510(k) Notification - CutBoun:d 3




|7) Substantial Equivalence:
There have been no changes to the design of this product, therefore, the
equivalency as determined and accepted in the previously referenced

510(k)s, remains unchanged.

[8) U.S. Contact

Suzanne Dennis, Director Regulatory Affairs/Quality Assurance
McKinley Medical LLLP
4080 Youngfield Street
Wheat Ridge, CO. 80033
(303) 420-9569

McKinley Medical 510(k) Notification - QutBouad 4




B. LABELING

C. STANDARDS

D. DEVICE DESCRIPTION

E. DESCRIPTIVE
COMPARISON TO A LEGALLY
MARKETED DEVICE

F. PERFORMANCE DATA

G. SOFTWARE

H. STERILIZATION
INFORMATION

. SMDA INFORMATION

McKinley Medical Tk Sott

See Appendix 1

Performance Standards have not been
established by the FDA under section 514
of the Food, Drug and Cosmetic Act.

There nave been no changes made to the
device to accommodate the labeling
maodification.

'he niended 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 Appendix 2

The perturmance characteristics remain
the same as previously submitted in
510(k)s histed in section A.6. There have
heer: ro ~hanges made.

Ihe schiware remains the same as
previously submitted in 510(k)s listed in
section A 6. There have been no changes
mada

[here 1ave been no changes made
to the sterilization process.

Sy A!‘ J;) . wfd)X ‘j



APPENDIX 1 - LABELING

REI

& 'i
ri AR p

T

" PROPOSED LABELING

OUTBOUND DISPOSABLE SYRINGE

INFUSER:
¢ 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.

epidural, anc () (%)

OUTBOUND - 2 DISPOSABLE PUMP
» INDICATIONS FOR USE

The McKinley OUTBOUND - 2 is indicated
for patients requiring intravenous,
interarterial {sic], subcutanecus or enteral
administration of medication. Itis
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.

s INDICATIONS FOR USE

The CutBound infuser is indicated for
intravenous, intra-arterial, subcutaneous,
(b)(4) of
medications or fluids requiring continuous

delivery at controlled infusion rates.

Current product labeling follows as Appendix 3

McKinley Medical

510(k) Notification - DwtBour




APPENDIX 2 - DESCRIPTIVE COMPARISON TO A LEGALLY
MARKETED DEVICE

(b) (4)

(b)(4)

McKinley Medical 510(k) Notification - QutBound



APPENDIX 3 - SMDA INFORMATION - 510(k) STATEMENT

Follows on next page.

McKinley Medical 510(k) Notification - OutBound



510(k) STATEMENT

| certify that, in my capacity as the Director of Regulatory Affairs and Quality Assurance,
of McKinley Medical LLLP, | 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 | 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 20.61.

Signayre Date

McKinley Medical 510(k) Notification - OutBound 9




PRODUCT LABELING

e OUTBOUND DISPOSABLE SYRINGE INFUSER

e OUTBOUND-2 DISPOSABLE PUMP

510(k).doc

McKinley Medical 510(k) Notification - OutBound
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OutBound

DISPOSABLE SYRINGE INFUSER

CLINICIAN INSTRUCTIONS FOR USE

' DESCRIPTION

The OutBound® Disposable Syringe Infuser uses sustained
vacuum pressure to deliver a continuous infusion 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 QutBound
Infuser. Once the Infuser is filled with medication,

it is ready for use. Simply attach the rate-controlling
Infusion Set, open the clamp, prime the tubing and start
medication delivery. The Infusion Sets dedicated for use
with the OutBound Infuser are avaitable 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 acrtivities.

The OutBound Infuser is contraindicated for use in
infusion regimens by patients who do not possess the
mental, physical or emotional capability to self-admin-
ister their therapy; or who are not under the care of a
responsible individual.

FEATURES AND FUNCTIONS i

inler/Outlet
Reservoir Port.
For both filling
and Infusion Set
attachment.

OQUTBOUN

Volume Remaining Plunger.
Indicators. Marked
every 5 ml for
confirmation of
delivery statits.

One-Way Flow
Control Valve.
Prevents fluid flow
until the Infusion Set
is attached.

Medication
Reservoir.
110 ¢cc maxi-
mum capaciey
including 10 ¢
at KVO raie.

| TECHNICAL SPECIFICATIONS

il

wolume:

Jptional

K0y volume:

Flew rate accuracy:

Positive pressure:

Weight (unfilled):

[Mpensions:

e tnchable
{nfusion Sets;

Srndard
flosv rates:

Wiacerials:

Operating
termperature:

Flinid viscosity:

100 cc

10 cc

+- 10%

12 psi nominal

3702105 ¢
6.0"x2.97/153cm x 7.3 cm

Use only dedicated Infusion Sets supplied by
McKinley, Inc. for use with OutBound Infuser.

Refer to individual Infusion Set package for
infusion duration (for 100 cc) and flow rate.

Infuser: Polypropylene, butyl rubber and
silicone rubber. Latex-free.

Infusion Set: PVC, acrylic, cellulose acetate,
PTFE and polyethylene. Does not contain

DEHP. L
The OutBound Infuser is calibrated o 3{5

deliver solution at the labeled flow rate
when the temperature of the infusate in
the patient-side Luer is 86° F {(normal skiri- f
temperature). ’

The OutBound Infuser flow rate is calibrated
with D5W.




Infuser Connector.

to Medication Reservoir.

Non-Vented
Luer Cap.

Access Connector.
Connects to
patient’s catheter.

Vacuurn Chamber.

Applies mechanical force to move
medications or fluids into the
patient’s IV system.

Connects Infusion Set \

QUTBOUND INFUSION SET

On/Oft
Q / Clamp.
Controls
fluid flow.

Flow Rate Tag.
Color-coded
to indicate
duration of
infusion.

The OutBound Infuser is indicated for intravenous, intra-

arterial and subcutaneous infusion of medications or fluids requiring
continuous delivery at controlled infusion rates.

CONTRAINDICATIONS

The QutBound Infuser is contraindicated for:

®  [nfusion of blood and blood products.

e Infusion of insulin.

e Infusion of critical or life-supporting medications whose stop-
page, interruption, over-delivery or under-delivery would likely
cause serious injury or death.

e Infusion of any solution that is incompatible with the materials
of the QutBound Infuser or Infusion Sets.

e  Use in infusion regimens by patients who do not possess the
mental, physical or emotional capability to self-adminiscer
their therapy; or who are not under the care of a responsible
individual.

Before use, the user must become thoroughly familiar with the
information contained in these device operating instructions.

| &4 CAUTIONS g

45 with any infusion system, medications or fluids may interact
with the materials of the QutBound Infuser and Infusion Set,
possibly causing damage or leakage. Before use, consult the
pharmaceutical manufacturer’s precautions and guidelines.

¢ Medications or fluids infused by the OutBound Infuser must
he prescribed by the physician. It is the responsibility of the

sician using the QutBound Infuser to ensure that the medica-
: or fluids are used only according to the physician’s infusion
rapy prescription.

The OutBound Medication Reservoir must not be filled with
e than 120 cc of solution. Failure to follow the recommend-
2 filling procedure and filling beyond the specified volume
suld damage the OutBound Infuser and cause fluid leakage.

ore connecting to the patient, purge all air from the infusion

no: remove the Infusion Set after it has been connected to the

-

rBound Infuser. Removal of a connected Infusion Set may cause
d leakage.

[ not actempt to disassemble the OutBound I[nfuser. Doing so
sl damage the Infuser and cause fluid leakage.

noi drop the OutBound Infuser, strike it against hard objects
therwise subject it to extreme physical stress. If the Infuser

; Jropped or subjected to extreme stress, it must be checked for
zamage or leakage before reuse. If any problems are detected,
Hscontinue use. The QutBound Infuser should be kept in its
crotective carrying pouch during use.

4 nor cover the air vent on the bottom of the CutBound
user with a label. Sealing of the air vent may cause the o,
“#user to malfunction, resulting in under-delivery or non- é‘/’ /:%\

selivery of medication to the patient.

i proper performance, use only Infusion Sets authorized by
Kinley for use with the OutBound Infuser.

{- s the responsibility of the healthcare provider to ensure that
i parient is educated in the proper use of the OutBound Infuser.

Foderal (USA) law restricts this device to sale by, or on the
sier of, a physician. h



INSTRUCTIONS FOR USE | |

MIXING AND USE INFORMATION

The OutBound Infuser is a fixed-rate infusior: system. Flow rate
is controlled by the acrached Infusion Ser. Flow rate can only be
altered by selecting a different OutBound Infusion Ser.

The OutBound Infuser and dedicated Infusion Sets are designed
to deliver 100 ce of fluid 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 be concentrated to take
into account the KVQO volume.

Note: For proper fluid or medication administration, you must
fill the OutBound Infuser to 100 cc. Filling ir with less chan 100
cc will result in delivery ending before the duration stated on the
[nfusion Set Flow Rate Tag.

The QutBound Infusion Sets have been calibrated to deliver
tluids or medications with viscosities equivalent to DSW.
Changes in fluid viscosity will affect the OutBound flow rare
performance. Increased solution viscosity will slow the rate of
infusion. To complete delivery on schedule, you will need to fill
the device with less than 100 ml. Solution viscosities less than
D5W will cause the QutBound flow rate to run faster than stared
on the Infusion Set Flow Rare Tag. Additional fluid volume can
be added to rthe Medication Reservoir to complete delivery on
schedule.

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

@

FILLING THE INFUSER

Delivery duration can be adjusted by under-filling the OutBound
Infuser. To calculate the required fill volume for the new delivery
schedule, divide the desired length of infusion by the durarion
stated on the Flow Rate Tag. Multiply that result by 100.
Example: You want to deliver a J-day infusion regimen using a
5-day OutBound Infusion Set:

Normal Fill Volume for 5 days: 100 cc

Duration Desired: 3 days, or 60% of the 3-day
tubing set specification

Fill Volume: 60 ce, or 3/5 of 100 cc

You must add 10 cc additional volume if you intend 1o use the
optional KVO feature.

& CAUTION

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

I.

Prepare the transfer syringes to be used to fill the OurBound
Infuser. It is recommended that Luer Lock syringes be used.

Inspect the OutBound Infuser package to confirm that it has not
been 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 flat work surface
with the Inlet/Outlet Reservoir Port pointing up.

Remove the Luer cap from the OurBound Infuser Inlet/Outlet
Reservoir Port.

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

& _CAUTION

the OutBound Infuser Medication Reservoir with the contents
i the crensfer syringe using either of the following two methods:

Jote: The Volume Remaining marks printed on the Medicarion
Feservoir provide approximate volume indication only and are not
iirended ro be used for precise measurements.

Metisod B

Grasp
Infuser
lightly to
stabilize it.

Wirk -he travsfer syringe
cormecred o the OutBound
turn the unit over so
ransfer syringe

yei rests on the work
Keeping rhe syringe-
- assembly perpendic-
e work surface, grasp
of the transfer Push
13 push i slowly down
3o ot push on the on
wnd (nfuser. Continue
» down on the transfer
sarrel in order to push
icarion inro the
Jicarion Reservoir.

syringe

barrel.

Method B:

evp tie Infuser resting
sotror-end down with che
s syringe perpendicular
otk surface. With your
sripping the flanges of
ge, push down with
sk o1 the end of the
; unger to inject the
ication into the Medication
r. While filling, grasp
+r's Vacuum Chamber
I to keep the syringe-
assernbly in a stable
perpersieular posirion. Do not
ove the Infuser unit from this
positon during filling.

the

AT

ro-lor

“1ling the QueBound

‘nfuser v merhods other than

! ibed above could

. [rlet/Outlet
v Por

tonear steps 4 and 5 for each additional rransfer syringe required

r+ whieve the desired OQutBound Infuser fill volume. When the
riuser has been filled to its desired volume, remove the transfer
singe and either attach the Luer cap that was provided with the
er o1 connect the Infusion Set according to the instructi/ogs/f

i
¥
t
i

crvont in the next section. ‘3»-* 7

migte: T remove air from the QueBound [nfuser, refer to the »«’“:;

itsrrueriens in the “Priming the Infusion Set” section. o
r;.'fr*f

Do not atrempt to penetrate the OutBound Infuser Inlet/Outlet
Reservoir Port with a needle. Doing so may damage the one-way
flow control valve, causing the unit to leak.

aned instruction information.

£ 1ol the filled Infuser with the appropriate patient identificagon




CONNECTING THE INFUSION SET

f “AUTION )

Ath any sterile product, use aseptic technique when preparing
«.e QutBound Infuser and Infusion Sets for use.

1. Select the appropriate Infusion Set dedicated for use with the
OutBound Infuser. The duration of infusion is listed on the

packaging and the tubing Flow Rate Tag. Also confirm
that the Infusion Set package has not been opened or

damaged. Sterility is not guaranteed for a product B
whose package has been opened or damaged. <]

2. Remove the Infusion Set from its package. S
Close the Infusion Set On/Off Clamp. I\

3. Place the OutBound Infuser flat on a work surface with the
Inlet/Qutlet 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.

| INFORMATION FOR DAILY USE

5. Using a quick,
continuous motion, s
insert the extended
male Luer Infuser
Connector into the 8
Inlet/Outlet Reser- =
voir Port while
turning it in a
~lockwise direction.

cure the connec-
mn. Do not over-

tighten.

PRIMING THE INFUSION SET

Note: The OutBound Infusion Set should be primed immediately
before use. Do not prime and store the QueBound Infusion Set.

A CAUTION

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

1. Examine the Medication
Reservoir for the presence of
air bubbles. While rotating
the Infuser, tap the bottom on
your work surface until you've
moved the small air bubbles
into one large bubble under-
neath the Inlet/Outlet
Reservoir Port.

2. When the air bubbles are col-
lected, place the QutBound
{nfuser flat on a work surface
with the Inlet/Qutlet Reservoir
Port pointing up.

‘move and! discard the Luer
cap from th.+ Access Connector
locared at the patient end of
the Infusion Set (nearest the

filver).

Mc]f ® Iey 303/420-9569

New Uiz in Infusion’ 800/578-0555

211 the OnfOff Clamp to allow the //U\ /
| flow to prime the Infusion Set and \‘// RN
any air present in the Medication \%\ B ”)\l
voir. To prime the fileer, hold it so ' ( Qj
¢ the cutler (roward parient) points \ \\{L>
Allow 1 steady flow of fluid into the W

Tap rhe filter to eliminate resicdual
en priming is complete, close the Clamp.

WA

te: The duration of priming will vary according to the
sion Set selected.

sediately attach the Infusion Set Access Connector to the
aent’s catheter. Open the On/Off Clamp to start infusion.

.+ ot immerse the OutBound Infuser in water or other fluids.
hen showering, the patient should keep the Infuser outside of
shower or place it in a waterproof bag.

sotect the
Bound Infuser
damuge

o Jaily

tics, use the
Ul cesigned

¢ Bound carrying
Aat oll times.

sring medicarion delivery, check for the following:
# The Infuser is emptying.

o There is no leakage from the infusion system.

@ There s no air in the infusion system.

e he tibing is not kinked.

o -noniter medication delivery, open the carrying pouch from
o tirne and read the position of the dark plunger ring
+he graduation scale on the Medication Reservoir.

Manufactured by McKinley Medical, LLLP
4080 Youngfield Street |l
@ Wheat Ridge, CO 80033 USA s

Customer Support Department:

inloy dedieal, LLLE. OurBound, the OutBound logo, the mountain logo and “Méw
" are registered trademarks of McKinley Medical, LLLP. U.S. Patent = 5135000.

200724



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 controiling 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. Nomina! 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
1. 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 controiling sets. Qther 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 1.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 F.

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. w

2. To fill the DUTBOUND-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 needie to the fill device.

)y

o



3. After filling to the prescribed vaiume, 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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