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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Kathleen Barber _
Vice President of Regulatory Affairs
Breg, Incorporated
2611 Commerce Way
Vista, California 92083
APR 0 4 2002

Re: K020988
Trade/Device Name: Pain Care 4200
Regulation Number: 880.5725
Regulation Name: Infusion Kit
Regulatory Class: II
Product Code: MEB
Dated: March 27, 2002
Received: March 27, 2002

Dear Ms. Barber:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class ITI
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
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Page 2 — Ms. Barber

You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);

21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section
510(k) premarket notification. The FDA finding of substantial equivalence of your device to
a legally marketed predicate device results in a classification for your device and thus,

permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the
Office of Compliance at (301) 594-4618. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21CFR Part 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers, International and
Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its
Internet address http: //www.fda.gov/cdrh/dsma/dsmamain html

4]

Sincer 1 ours( ! ¢/ '

Timothy . Ulatowski

Director
Division of Dental, Infection Control

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

Radiological Health

Enclosure
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510(k) Number (if known): __K020988

'Device Name: Pain Care (PNC) 4200

Indications For Use: The Pain Care™ 4200 is indicated to provide continuous infusion
of a local anesthetic for the post-operative management of pain. :

(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

(Per 21 DFR 801.109)
(Optional Format 1-2-96)

mew

{Division Sign-0ff)
Bivision of Dental, Infection Control,

and General Hospital Devices
516{k) Number [_04.34 zEZ
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service -
Food and Drug Administration

Memorandum

e AUG 08 2002

From: DMC (HFZ-401)

Subject: Premarket Notification Number(s): /65’2?0'7[3'.}]//?’/

To: Division Director: //C}r/ﬂ”‘d /.

The attached information has been received by the 510(k) DMC on the above referenced 510(k)
submission(s). Since a final decision has been rendered, this record is officially closed.

Please review the attached document and return it to the DMC, with one of the statements checked
below,.-

/ Information does not change the status of the 5 10(k); no other action required by the
DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

Additional information requires a new 5 10(k); however, the information submitted is
incomplete; (Noitify company to submit a new 510(k);[Prepare the K30 Letter on the LAN]

Additional information requires a new 510(k); please process [This information will be
made inta a new 310(k)

No response necessary (€.g-, hard copy of fax for the truthful and accuracy statement,
510(k) statement, change of address, phone number, or fax number).

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the
Division of Clinical Laboratory Devices (HFZ-440

Information requires a CLIA CATEGORIZATION; the complexity may remain the same
as the original 510(k) or may change as a result of the additional information (Prepare a CAT
letter)

Additional information requires a CLIA CATEGORIZATION; however, the information
submitted is incomplete; (call or fax firm)

No response necessary

This information should be returned to the DMC within 10 working days from the date of this
memorandum.

Reviewed by:
Date:_
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(02075507

=
= BREG

August 5, 2002 BY EXPRESS MAIL
Document Mail Center 510{k} K020988
Center for Devices and Radiological Health PAIN CARE 4200
Office of Device Evaluation Amendment #1 -3 - -
Document Mail Center (HFZ - 401) . 8
9200 Corporate Blvd. 1 . ~
Rockville, Maryland 20850 <2 X4
R L B N S
woara— S
As the representative of Breg, Inc., Vista, CA | am supplying the following Ameﬂnent g 8
510(k} KO20988, for the PAIN CARE 4200. m 3 , T
T2
. . . %J 1 x
The amendment contains changes to the following pages, which were part of t onglrg ©
submission. At the request of the clinicians, a table was added to reflect flow rates and a
tag to remind them to review the table and the applicable instructions prior to use. Two
copies are included.
s Page 13 Add table to instructions
= New Page ‘Prior to use’ tag added
Please direct all correspondence regarding this submission to me at the above letterhead
addresses. If you have any questions which may be appropriately answered by phone, then
please telephone my office at {760} 599-5719 during the hours of 8:30AM - 5:00PM, PST
or by email at kbarber@breg.com. Thank you for your attention to this document.
Sincerely yours,
Kathleen Barber
Vice President
QA/RA
Enclosures: 2 copies - 510{k) Amendment, Page 13, and new page.
o

2611 Commerce Way, Vista, CA 92083 ; /4;,,')5
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PAIN CARE 4200

CLINICAL INSTRUCTIONS

ANLETUNG FUR DAS PAIN CARE™ 4200~SYSTEM
ISTRUZIONI PER L'USO DEL DISPOSITIVO PAIN CARE" 4200
MODE D'EMPLOI DU PAIN CARE" 4200

INSTRUCCIONES PARA LA PAIN CARE" 6200 g BREG
Patunts Panding c € BREG Inc. )
[.10]

261 Commarce Woy
Viso, CA 92081 U.5.A.

o -
(7 -

RBucthinitossa |

D016 ot Tolelax  [780) 5984193

Gy LI WA BN/
Puin Care™ 4200 Flow Rots Data Table Approximate Dslivery Volume Per Tims interval
Nominal Delivery Rae | Dedining, 3.1 - 1.5 ml/hr [deip onby) Deip ‘Wit Bolus Bub Use
Momindl Vohime 200 ml 3 9ml Add | ml, o the oiol Volume
Maimum Vokme 205m 24hr | 60ml Joliverad, for sach hull applicati
Retained Volume 5mi 96 193 ml of tha Bokus Bulb.

Delivery rakes based on distifled water ot 70° F (21°C} and o 95% confidence levsl. Refar 1o the Physicion Desk Reference or the drug
manufachurer insert of tha selected madication for dosage inh b

T

/D CAUTION: federal {U. S. A.) law restricts this device to be sold by #
care professional.

FILLING THE PAIN CARE™ 4200:

1. Unscrew the Fill port cop and il the Prin Care™ 4200 with 200ce’s of local anesthet
attending physicion.

2. Aiach the pravided syringe 1o the fifl port. Use both hands to hold the barrel of the

hinger oa:insl a sterile fable and fill the unil by pushing down on the syrings barr

Ecrrdof j sl\ouldbopushddownhodeohplww;domd
Ihoﬁllponmuldtdcuwdmdhwﬁlund-nduulns.kopwius [
complately. Do not averfill.

3. Upon filing tha unit with 200cc’s of anesthetic, remove the syringe ond reapply the

4 The Fain Core™ 4200 will Auto-Prime in approximately 30 minutes; indicated by drc
axiting the catheter port. It is recommended fo Fill the unit aflowing sufficient time fo

PLACING THE CATHETER:

1. Place the 16 gauge-introducer needle/ insertion catheter using Direct of Asthroscop

2. Insert the introducer neadle/insertion catheter hrough the skin info the ml-ai::':lrsih.
Sem away brom any incision. 1t is not recommended to incorporate the co info
laakoge and ahtered incision healing could resul,

3. Remove tha infroducer needls fromiro insertion cctheter. Insart fhe Multi-port cathe
cathetor, Moks carkain the and with the muhiple black markings is inverted i the
catheter can be rimmed 1o ony Jength ko accommodate surgical site ond/or joint st

4. The 1em black-band, located proximal to the muhiﬁoﬂs, should ba buried just bem

5. Remove the insertion catheter while holding tha multi-port catheter in place. Securs

a wrgical dressing or tupe over the insertion site and catheter.

o e cotheter Ko e connaclor. Push the catheter inko the cop unilthe block-b

conneclor cap. Two-fingar tighten the cap to secure the catheter. Do nof overly tight

occhusion could oceur,

OPTIONAL “Y” ADAPTER {For infusion of Two sites)
1. Placs the additional cotheter from the “Y” Accessory Kil info the second wound site.
2. Connect the Catheter Connactors of sach cathater 1o the male ends of the “Y” adop

PRIMING THE CATHETER AND ADDING THE LOADING DOSE OF LOCAL A
1. Close all wounds and £l the 60cc syringe with an appropriate amount of lading ¢
prescribad by the attending physicion.

Aftach the 60c¢ loading dase syrings to the Luer fiting on fhe tube and of the Bokn
Hokd the Bohss Bulb upright lo‘ng.iniod the local anesthetic untit the bub is Al o

escope.

An;fhefho catheter conneclor of “Y” adapter 1o the Bolus Bulb and inject the remaii
anesthatic through the catheter into the surgical site. Check for leaks.

Cic':hn‘p the Bolus Tube off by skiding the clomp shut and remove the syringe. Attach
to the unit.

[N T PO st

. Release 3 Tul 1o begin ication delivery. ication delivery ca

the Flow Indicotor window. Hold the unit upright, the Pain Core™ 4200 flowing pr
are saen forming ot the end of the omber colored glass tube within the Flow lr:zcul'

2, ?O?Jm Care™ 4200 will continuously drip opproximately 2 cc’s of anesthetic per h

rs.

3. If addifional pain relief is needed, the Bolus Bulb may be squeszed o inject approx
lo;:uul anesthetic. The Bolus Bulb refills in upprmdr:ﬂy 2 hours. Roferonlce Flow Ra
infusion rokes,

e S

1. is provided o su Pain 4200 onto ient,

and use the unit suspension clip D;P:nﬂud\ 1o the belt. pat

DISCONTINUING THE PAIN CARE™ 4200

1. Inhusion is complets when the unit is ampty as viewsd through tha calibrated windo
ba ot this fime or per physician recommandations.

2. For catheter removal, consult @ licensed health care provider.

WAglemopi /licensed health der may apply the Pain Care™ 4200,

1. Only a physician/licen: salth core provi Pain ,

2. Only a physician/licensed heolth care provider m prescribe tha medication used

PN

3. The rﬁ.hy‘iciun/ prescribing health care provider must snsure that the patient unders
_ for the prescribed

ication, related symploms and the risk of infection should the
installation be compromised. The patient must be informed of activities that may inc
incidence [oﬁ.‘buﬂ\ing, showering, bandage compromise, cotheter/ connedor comy
Usa sterile tachnique at all limosngurin implantation of the catheler; whila compleh
the Pain Care™ 4200; while filling the fElid reservoir with the local anesthefic and u
catheter, IF sterile technique is vickated @ risk of infection exists.
Disposable—Single patient use only, Discard afer use,
Only refill the device per physician/licensed heolih care provider order and instru
De not re-sterilize the device.
Do not overfill Auid reservoir chamber.
Medications used with the Pain Core™ 4200 should be in accordance with instructio
drug monufaciurer. Theg ician/licensed heclth care provider should referance i
insart or Physicion Dask Raference for dosage recommerdations and information.
10. I any of fhe Luer Lok catheter connections trsconn-dimm the Pain Core™ 4200 or |
disconnects from the cathetar connecior post-operatively, do not reconnect. Infectio
reatiached. Consult the physician/licensad health care provider fo discontinue He 1
" uory] e Poin Core 4200, I e compromised
. Avoid dropping i 4200, |f the Pain Care™ 4200 i3 romised (e.G.)
disconnact, contact the physician/ licensed healthcare provider. 8

-~

o@mNO L
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ATTENTION

PRIOR TO USE,

REVIEW THE "FLOW RATE DATA TABLE"
IN THE BREG PAIN CARE CLINICAL
INSTRUCTIONS. CORRELATE WITH THE
SELECTED DRUG MANUFACTURER'S
DOSAGE AND USE INFORMATION FOR
EACH PATIENT.

PN 1.15250 Rev. A 6802
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DEPARTMENT OF HEALTH & HUMAN SERVICES ‘ Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Kathleen Barber .
Vice President of Regulatory Affairs
Breg, Incorporated

2611 Commerce Way

Vista, California 92083 APR 04 2002

Re: K020988
Trade/Device Name: Pain Care 4200
Regulation Number: 880.5725
Regulation Name: Infusion Kit
Regulatory Class: 11
Product Code: MEB
Dated: March 27, 2002
Received:. March 27, 2002

Dear Ms. Barber:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
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Page 2 — Ms. Barber

You must'co'mpl'y with all the Act’s requirements, including, but not limited to: registration

and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section
510(k) premarket notification. The FDA finding of substantial equivalence of your device to
a legally marketed predicate device results in a classification for your device and thus,
permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the
Office of Compliance at (301) 594-4618. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21CFR Part 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers, International and
Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its
Internet address http: //www. fda.gov/cdrh/dsma/dsmamain.html

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

Enclosure

Fage 10



510(k) Number (if known); . K020988

\L} A Device Name: Pain Care (PNC) 4200

Indications For Use: - The Pain Care™ 4200 is indicated to provide continuous infusion
of 4 local anesthetic for the post-operative management of pain.

\L (PLEASEDO NOT WRITE BELOW THIS LINE ~ CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use -~ 4 OR Over-The-Counter Use
(Per 21 DFR 801.109) '

(Optional Format 1-2-96)

(Division Sign-0ff)
Division of Dental, Infection Control,

e and General Hospital Devices
L 510(K) Number__foﬁ_zd ZEZ

Page Il



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

. : (_P ' ﬂ @W Memorandum
s Reviewer(s) - Name(s)___] ‘Q’ﬁﬁé&‘ Ns A

1

Subjcct: 510(k) Number }—//@ % ? Y { |

To: The Record - It is my recommendation that the subject 5 10(k) Notification:

CIRrefused to accept.
[:Ichuircs additional information (other than refuse to accept).

s substantially equivalent to marketed devices.

CONOT substantially equivalent to marketed devices. '
De Novo Classification Candidate? Llves KKNO
CdOther (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? Olvyes M NO
Is this device subject to the Tracking Regulation? OyEes K( NO
Was clinical data necessary to support the review of this 510(k)? yEs ‘%IO .
Is this a prescription device? ‘ ES [ No
Was this 510(k) reviewed by a Third Party? (dyEs KNO
 Special 510(K)? | Bi¥Es O ~No
Lu.)/ Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers LIvEs E\NO

This 510(k) contains:

Truthful and Accurate Statement [LIRequested Y| Enclosed
(required for originals received 3-14-95 and after)

Oa 510(k) summary OR /HA 510(k) statement

(1 The required certiﬁéation and summary for class III devices # A-

[ The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin O ves O No

The submitter requests under 21 CFR 807.95 (doesn’t appiy for SEs):
[ No Confidentiality [ Confidentiality for 90 days L1 Continued Confidentiality exceeding 90 days

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

ED AR
%O M ' / d@s_gé,/f g@f-ﬁw
(e /
- W" (Braunch ¢ /%g/
(|6a(./£,) o

| 1 Final Review: Y/ /é /
4 V jog

(Diviston Dircctor)
Revised:8/17//99

.,
s

N

q
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: K() X &I %{

The cover letter clearly 1dent1f1es the type of 510(k) submission as (Check the

appropriate box):
/ Special 510(k) - Do Sections 1 and 2

0 Abbreviated 510k) - Do Sections 1, 3 and 4

O = Traditional 510(k) or no identification provided - Do Sections 1 and 4

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

Present | Inadequate
or Missing

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual.

Table of Contents.

[\J Truthful and Accurate Statement.
' Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class 11, Class III or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the
Premarket Notification [510)] Manual.

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

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

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

SRS NN

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

Identification of legally marketed predicate device. *

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

Class III Certification and Summary. **

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

5 1O(k) Kit Certification *#%

L * . - May not be applicable for Special 510(k)s.
w3 - Required for Class I1I devices, only.
- See pages 3-12 and 3-13 in the Premarket Notification {510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

Page 14



Section 2: Required Elements for a SPECIAL 510(k) submission:

" Present

Inadequate
or Missing -

Name and 510(k) number of the sponsor’s own, unmodified
predicate device. '

A description of the modified device and a comparison to the
sponsor’s predicate device.

A statement that the intended use(s) and indications of the
modified device, as described in its labeling, are the same as the
intended uses and indications for the sponsor’s unmodified
predicate device.

A statement that the modification has not altered the fundamental
technology of the sponsor’s predicate device.

A Design Control Activities Summary that includes the following
elements (a-¢):

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

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

c. A Declaration of Conformity with design controls that includes
the following statements:

A statement that, as required by the risk analysis, all
verification and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responsible

~ for those particular activities.

A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specified
in 21 CFR 820.30 and the records are available for review.
This statement is signed by the individual responsible for
those particular activities.

Page lo




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

, . ~ Present Inadequate
) : or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If 2 manufacturer
elects to use an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(k) boilers on the H drive.]

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer -
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
| has not been historically accepted by FDA, a statement that the
() manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device
and any additional information requested by the reviewer in order
to determine substantial equivalence.

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

%
*”

- When completing the review of an abbreviated 510(k), please fill out an
Abbreviated Standards Data Form (located on the H drive) and list all the guidance
documents, special controls, recognized standards and/or non-recognized
standards, which were noted by the sponsor.
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present | Inadequate
or Missing

a) Biocompatibility data for all patient—cdntacting materials, OR
certification of identical material/formulation:

b) Stenlization and expiration dating information:

ﬂ sterilization process

»11\ validation methad of sterlization process

uﬂ SAT

iv) packaging

v\ QDE‘CIR; pyrogen free

vi) ETO residues

vi1) radiation dose

) Software Documentation:

Items with checks in the “Present but Def cient” column require additional
information from the sponsor. Items with checks in the « Missing” column must be

submitted before sulijtntive review of the document.

Passed Screening Yes No

Reviewer: JM CGrd

Concurrence by Review Branch:

Date: MAR 28 2002

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory criteria as defined in Section 513() of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is being requested that is
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issues, you should follow the procedures outlined in the “A Suggested Approach to
Resolvmg Least Burdensome Issues” document. It is available on our Center web page at:

hep:/ /www fda.gov/cdrh/modact/leastburdensome html

Fage 17




| Internal Administrative Form

YES

N =

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

Lo

Have you verified that the Document is labeled Class Il for GMP
purposes? :
If, not, has POS been notified?

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

NESWANE

XN A

9.

Are you aware that this device has been the subject of a previous NSE
decision?

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

€

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

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #(91-2 and Federal Register 90N0332,
September 10, 1991.

Page 18
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Division/Branch:

REVISED:3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED “DOCUMENTATION™ AND KUST BE FILLED OUT WITH

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

“SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Device Name:

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

YES

NO-

1. iIs Product A Device

If NO

1

Stop

2. Is Device Subject To 510(k)?

If NO

it

Stop

3. Same Indication Statement?

If YES = Go To 5

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

If YES = Stop NE

5. Same Technological Characteristics?

If YES = Go To 7

6. could The New Characteristics Affect

If YES = Go To 8

safety Or Effectiveness?

7. Descriptive characteristics Precise
Enough?

If NO = Go To 10
If YES = Stop SE

8. New Types Of Safety Or Effectiveness
Questions?

If YES = Stop NE

9. Accepted Scientific Methods Exist?

If NO Stop NE

10. Performance Data Available?

If NO = Request
Data

11. bata Demonstrate Equivalence?

Final Decision:s

Note:

In addition to completing the form on the LAN,

*yes" resgponses to

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

explanation.

Fage I3
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1.

Intended Use:

Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the—-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

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

1.

10.

11.

Explain why not a device:
Explain why not subject to 510(k):

How does the new indication differ from the predicate device's
indication: :

Explain why there is or is not a new effect or safety or effectiveness
isgue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or

" effectiveness:

~ Explain how descriptive characteristics are not precise enoughs:

Explain new types of safety or effectiveness questions raised or why the
guestions are not new:

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

\EN
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

To: THEFILE RE: DOCUMENT NUMBER K020988

This 510(k) submission contains information/data on modifications made to the SUBMITTER’S own

Cla
(de

1.

3.
dra

ss |, Class Il or Class | devices requiring 510(k). The following items are present and acceptable
lete/add items as necessary):

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

The predicate device, Pain Care 3200 kit is intended for continuous and or intermittent infusion of
medications. The device was cleared under K013928
The device is classified as Class IT, 21 CFR Part 880.5725, Product Code 80 MEB

Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in -

its labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for
use, package labeling, and, if available, advertisements or promotional materials.

No other changes are made to the pump specifications, indications, intended use, sterilization, packaging or
labeling,

There are no changes in the labeling,
The Indications for Use statement provided in page 4 is modified. A Fax copy is provided.

A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
wings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the

FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

K020988 Infusion Kit

The firm changed the restrictor valve to reduce flow rate from 4 cc to 2cc.

Comparison Information (similarities and differences) to applicant's legally marketed predicate
device including, labeling, intended use, physical characteristics, and

Detail description and comparison is provided in pages 7.

A Design Control Activities Summary which includes:
a) ldentification of Risk Analysis method(s) used to assess the impact of the modification on the
device and its components, and the results of the analysis
b) Based on the Risk Analysis, an identification of the verification and/or validation activities
required, including methods or tests used and acceptance criteria to be applied
¢) A declaration of conformity with design controls. The declaration of conformity should include:
i) A statement signed by the individual responsible, that, as required by the risk analysis, all
verification and validation activities were performed by the designated individual(s) and the
resuits demonstrated that the predetermined acceptance criteria were met, and
i) A statement signed by the individual responsible, that the manufacturing facility is in

conformance with design control procedure requirements as specified in 21 CFR 820.30 and

the records are available for review.

Declaration of Conformity is provided on page 5
Risk analysis information is provided on page 5.

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

Fage 2|
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Use Enclosure (and Class lll Summary for Class lll devices).

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

Truthful and Accurate Statement is provided in Page 18
A fax copy of modified Indications for Use statement is provided in is provided.
510(k) Statement is provided in page 17

The labeling provided in pages 11-17 indicate that intended use of the device is unaffected by modification.

/M ' (( Zéﬁ’# %‘_/E’f_&

{(Reviewer’s Signature) (Date)
Comments
The modified device is SE to the predicate
revised:3/27/98
J\_/ K02 0725 Microlife Digital Thermometer Page 2

4
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02,

[d1o01/003

BREG INC

16:41 FAX 17605986193

= BREG

2611 COMMERCE WAY
VISTA, CA 92083
DATE: April 1, 2002
TO: Pandu Soprey FAX: 301-480-3002
Jeff Vander Hoek PHONE: 760-599-5779
FAX: 760-598-6193
3

FROM:
BREG, Inc.
NO. OF PAGES (INCLUDING COVER SHEET):

RE: Requested Information for K020988

Message:
With this cover sheet you should find the information you

Dear Sir:

requested.

Thanks & Regards,

Vel ek

U’ eff Vander Hoek
Senior Quality Engineer

Page 23
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_ 04/01702 16:41 FAX 17605986193 BREG INC 4002/003

510(k) Number (if known): K020988

L\y' Device Name: Pain Care (PNC) 4200

Indications For Use: The Pain Care™ 4200 is indicated to provide continuous infusion
of a local anesthetic for the post-operative management of pain.

U/ (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

(Per 21 DFR 801.109)
(Optional Format 1-2-96)
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04/01/02

v

16:41 FAX 17605986193 BREG INC do03/003

510(k) Number (if known): K020988

Device Name; Pain Care (PNC) 4200

2. Changes Made to the Pain Care™ 3200 to obtain the 4200 model:
The model 4200 is 2 model 3200 with a smaller restrictor opening that results in
an average flow rate of 2 cc’s per hour versus 4 cc’s per hour. There were no
other changes made in pump specifications or material.

3. Risk Analysis or Summary: The risk analysis for the Pain Care ™ model 4200 is
exactly the same as that for the model 3200. It is however several pages long.

4. Any dhanges made to the labeling: The only difference in labeling between the Pain
Care™ model 3200 and 4200 (besides the Model number), is the flow rate that is
called out (reference statement #2)

V)
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04/01/02 MON 02:41 FAX 301 480 3002 FDA/ODE/DDIGD

doo1

4[ o

EEFEST LI LS EE L LT

EEES TX REPORT EE 3
FRERERERERERERRR E R

TRANSMISSION OK

J, TX/RX NO 1554

CONNECTION TEL 917605986193

SUBADDRESS

CONNECTION ID

ST. TIME 04/01 02:40

USAGE T 01'31

PGS. 3

RESULT 0K

DHHS/PHS/FDA/CDRH

DIVISION OF DENTAL, INFECTION CONTROL,

- AND GENERAL HOSPITAL DEVICES
9200 CORPORATE BOULEVARD, HFZ-480
ROCKVILLE, MARYLAND 20850

FROM: fomde SotrE>/
NO. OF PAGES: =

PHONE NO: 301 -4—43—8879

FAX NO: 301-480-3002

TO: . 1—);#_ ‘\/a,w{ ,U(//LMK
O 57F - 6173

te

FAX NO:
i ' : . - .
-~ SUBJECT: 72&5% Q’”V’« 400~ / KOO? 078 E
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DHHS/PHS/FDA/CDRH
DIVISION OF DENTAL, INFECTION CONTROL,
AND GENERAL HOSPITAL DEVICES
9200 CORPORATE BOULEVARD, HFZ:480
ROCKVILLE, MARYLAND 20850

'DATE: 72’7%7/ [, o2
FROM:  fonde Sorre/
NO. OF PAGES: 3

PHONE NO: 301-443-8879

FAX NO: 301-480-3002

\‘\

LTO: T@ﬂ/— Vavdelofse K

FAX NO: —+60—- 5985~ 6/73
SUBJECT: fau (ate 4200~ / K O 098K

ADDITIONAL COMMENTS: phae oo

| Tudications o Use )L/ZZZ%

Q. ckafuﬁ@o imede (& 500 Mode L

3, Risk ﬂﬂ&d%«sﬂ's ox Wﬁ&ﬁ?mﬁy ~ M, loe
4. Ay O&a%& rade 1o e &Mﬂ Q,xcg?%4f/céaao@¢7(j Model Numleer
THIS DOCUMENT s { ' 4
CONTAIN INFORMATI AT (S PRIVILEGED, CONFIDEN

communication is not authocized. (f You have received this dacument
telephone and retum it to us at the above address by mail. Thank You.



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluatiom
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 27, 2002 Rockville, Maryland 20850
BREG, INC. 510(k) Number: K020988
2611 COMMERCE WAY Received: 27-MAR-2002

VISTA, CA 92083 Product: PAIN CARE 4200
ATTN: KATHLEEN BARBER '

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.

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

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (DMC) (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the DMC will not be considered

as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under Review.
Please refer to this guidance for information on current fax and e-mail
practices at www.fda.gov/cdrh.ode/A02-01.html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you have
other 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
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda.gov/cdrh/dsmamain.html or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health

Page 78

0



SPECIAL 510(k): Device Modification

for the ,
PAIN CARE,,, 4200 g
Made by 2
BREG, INC. &

2611 Commerce Way
Vista, CA 92083
Tel: (760) 599-3000
Fax (760) 598-6193

Document submitted by the official correspondent of
BREG, Inc.

%M&,A&(

Kathleen Barber
Vice President of Regulatory Affairs
BREG, Inc.

March 21, 2002

2
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1. MANUFACTURER/FDA REGISTRATION
The manufacturer of the device is:

BREG, Inc.

2611 Commerce Way
Vista, CA 92083-8309
Tel: (760) 599-4200
Fax: (760) 598-6193

The FDA Registration Number is 2028253. Contract Sterilization will be provided by either
[(b)(4) _ FDA Registration Number is (0)4) |
whose FDA Registration Number is|(b)(4)

2. DEVICE NAME

"
The proprietary name of the product is PAIN-CARE 4200. ItlS a modification to the BREG,
Inc. product, PAIN CARE 3200, K013928. The products are identical with the exception that
the 4200 flows slower and thus the duration is longer.

3. DEVICE DESCRIPTION

BREG's PAIN CARE,,, 4200 consists of a dispensing device that is connected via a Luer LOK
connector to a 16 gauge epidural catheter. Included is a 16 gauge intravenous (IV) catheter
insertion needle to assist in insertion of the catheter into the operative site. A 60 cc syringe is
supplied to fill the dispensing device with fluid (appropriate local anesthetic recommended by a
licensed physician). Diagrams of the device are found in Diagram I.

The dispensing device consists of a 200 cc fluid reservoir,a flexible bulb, check valves, a glass
flow restrictor, 16 GA catheter, luer fittings, plungers and springs.. The device can be attached to
the patient’s clothing via the molded clip on the device. This device has half the flow rate of the
Pain Care 3200 and is identical in every other way.

There is a one-way Luer LOK fill port connected to the fluid reservoir. This port permits
injection of the fluid into the device via the 60 cc syringe. The fill port has a tethered removable
cap. When the device is full, the springs are depressed and the fluid flows continuously at the
rate of 2ccs per hour. The bulb serves as a reservoir of 4ccs.

A Luer LOK fitting to the bulb connects the device to the 16 gauge catheter or a tube extension
set. Fluid that has accumulated within the bulb is injected through the catheter and into the
operative site by depressing the bulb (see Diagram 1 for complete configuration). The patient is

able to dispense local anesthetic into the operative site as needed for pain relief. All components

are provided in a sterile package.

Fage 3
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(L 4. MECHANICAL FUNCTION

200cc Fluid reservoir filled with fluid through the fill port.

Fill port capped.

Bulb is depressed to prime system.

4 cc bulb creates an aspirating vacuum within the system (the compressed bulb will
try to expand to its natural state, drawing fluid into it).

o The one-way valve between the bulb and catheter prevents aspiration of fluids from
the catheter back into the device. ,

As determined by the user's pain relief need, the bulb is depressed.

Fluid is injected through the one-way valve, through the catheter, and into the
operative site.

One-way valve prevents injection of fluid back into the fluid reservoir.

Cycle repeats.

Patient depresses bulb as needed for pain.

PAIN CARE,,, 4200 use is discontinued once fluid reservoir is empty. A sight tube
located on the exterior of the device shows how much medication is left in the
reservoir

¢ The PAIN CARE,,, 4200 will last for approximately 3-4 days of use, depending
upon the frequency of injections.

S« STERILITY ASSURANCE:

The type of sterilization is|(P)(4) gamma radiation to acheive a sterility assurance
level of 10 to the -6. This process is equivalent to the Pain Care 3200 device

The sterility validation methodology used to initially establish our dose requirements and
our ongoing quarterly audits complies with the following specifications: (1) USP Section
71; (2) ISO-11135; and (3) ANSI/AAMI Method 1.

Parts will be packed into industry recognized sterilazation pouches designed for radiation
applications which are heat sealed prior to sterilization.

Page 37
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6.

SUMMARY OF DESIGN CONTROL ACTIVITIES
Risk Analysis

Risk analysis is performed using FMEA to identify those areas which pose the greatest
failure risk in the manufacture of the Pain Care 4200. Each issue is assigned a value and
actions assigned to eliminate or reduce the risk to a level that has no effect on the safety or
efficacy of the product. The results of this analysis are availabe for review in the BREG,
Inc. Engineering department.

Validation/Verification

Validation and verification are performed based upon the intended design outputs of the
device from the Product Development Specifcation as well as upon the assurance that any
areas of great risk identified by the risk analysis are corrected.

Specific examples of validation include:

1. The sterilization process Pain Care 4200 is validiated using AAMI, ISO and GLP
standards.

2. The flow rate is tested with the glass restrictor to verify that the rate does not exceed

2ml/hour +/-10%. These tests include values at nominal, maximum and minimum

limits for full spectrum results.

The assembly process validation

4. Testing on units produced by the assembly process to determine if the testing
equipment is valid to include both alpha and beta failure modes.

(78

DECLARATION OF CONFORMITY

1.

As required by risk analysis, all verification and validation activities for the Pain Care
4200 were performed by the BREG, Inc. Engineering staff. The results demonstrate that
the predetermined acceptance criteria are met.

BREG, Inc. is a FDA registered manufacturing facility and is in compliance with all the
design control procedure requirements as specified in 21 CFR 820.30 and the results are
available for review.

Kathleen Barber
Vice President, RA/QA
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STATEMENT OF INDICATIONS FOR USE

Intended Use

BREG's Pain Care 4200 has the same intended use as BREG’s Pain Care
3200. Both units are intended to provide continuous infusion of a local
anesthetic into an intra-operative site for the post-operative management of
pain.

The purpose of BREG's Pain Care 4200 is to provide a delivery mechanism
of local anesthetic maintenance doses in order to sustain pain relief that is
initially established by the bolus of local anesthetic that is injected intra-
operatively (loading dose).
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TABLE 1

Comparison of Features Pain Care 4200 v. Pain Care 3200

Device Name Pain Care 4200 Pain Care 3200

Manufacturer BREG, Inc. BREG, Inc.

Type Continous flow pain infusion Continous flow pain infusion
device spring operated. The device spring operated. The
bulb serves as a reservoir of bulb serves as a reservoir of
4ccs. 4ccs.

Capacity 200 cc 200 cc

Rate 2 cc per hour w/4cc bolus 4 cc per hour w/4cc bolus

S . 2 : 4§ ke
: administered by patient administered by patient

Flow control Flow restrictor controls flow to | Flow restrictor controls flow to
2cc/hr. The bulb serves as a 4cc/hr. The bulb serves as a
reservoir for 4ccs reservoir for 4ccs

Duration 3-4 Days 2-3 Days

Applications Procedures requiring local Procedures requiring local
analgesic non-narcotic pain analgesic non-narcotic pain
relief. relief.

Contraindications Not designed for epidural, Not designed for epidural,
subcutaneous or vascular drug | subcutaneous or vascular drug

o delivery. Not for blood, blood | delivery. Not for blood, blood
~— products or TPN use. products or TPN use.

Benefits Direct pain relief w/o side Direct pain relief w/o side
effects of narcotics, decreased effects of narcotics, decreased
breakthrough pain, reduced breakthrough pain, reduced
hospital stay, earlier ambulation | hospital stay, earlier ambulation
and greater range of motion. and greater range of motion.

"
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BREG, Inc. Pain Care .

ITEM |DESCRIPTION

IMATERIAL

JVENDOR

JPART NUMBER

1

Cap, Male Luer W/Strap

Check Valve (Fill Port)

Manifold Body & Top

End Cap, Top

AEF Fiiter, 1.2 micron

Body, (Medication Storage Chambers, 200cc total

Flow Restrictor

Piston Seals

wimi~Nino] s Wi

Piston Seal Coating

-
(=]

Silicone Lubrication

-
-

Pistons

-
»N

Drip Chamber

-
w

Compression Springs

-
o

End Cap, Bottom

-
o

Male Luer Fitting

-
-]

Low Pressure Check Valve (Outiet)

-
-

Smallbore-Female Luer Lock Adapter

-
<

Smallbore Tubing

-
(=]

Slide Clamp

L]
o

Bolus Squeeze Buib

N
-y

Luer Adapter

~N
N

Low Pressure Check Valve (Bulb)

N
w

Catheter Connector

N
£

Multi-Port Catheter

N
[S,]

Catheter Markings

L

iOBb
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PAIN CARE 4200

PATIENT INSTRUCTIONS

The following instructions have been abbreviated for quick reference only. Prior to use of the Pain
Care™ 4200, read the Patient Instructions (PN 1.09720 Rev A 03/03) supplied with the Pain Care™
4200 for complete instructions, information and warnings.

The Pain Care™ 4200 automatically delivers numbing medication (average 0.7 fluid ounces per hour)
continuously through the catheter tube and into the surgical site.

To start the Pain Care™ 4200, or to ensure that it is ON, make sure the white clip is not pinching off the hose.
To check and see if the Pain Care™ 4200 is flowing properly, simply look through the Flow Indicator while
holding the unit upright. The unit is working properly when a drop of medication forms on the tip of the
yellow glass tube every minute or so. You may have to tap the unit slightly to clearly view the drops forming.

If your doctor has chosen to incorporate the optional injection bulb with the Pain Care™ 4200, additional
medication may be injected through the catheter to sustain pain relief. By simply squeezing the injection bulb
attached to the Pain Care™ 4200, an additional dose of numbing medicine can be injected into the surgical

site. To do this, firmly squeeze the bulb between your thumb and index finger until it has collapsed. The bulb will
gradually refill in approximately 2 hours. After squeezing the injection bulb, the medicine will take effect in
approximately 15 minutes.

Once the injection bulb has refilled, squeeze the injection bulb as needed for pain relief.

Your Pain Care™ 4200 therapy is finished once the fluid reservoir is empty, as can be seen through the
windows in the front of the case.

Once the Pain Care™ 4200 fluid reservoir is empty or if directed by your doctor, the catheter must be
removed. Your doctor will provide instructions regarding catheter removal. If you do not have catheter removal
directions, contact your doctor’s office once your therapy is completed.

Discontinue if any part of the Pain Care™ 4200 becomes disconnected. Do Not Reconnect! Call your doctor’s
office immediately.

For further instructions & information, consult the complete patient instructions attached to the Pain Care™ 4200.

Any other questions, call your doctors office.
—
—
= BREG
2611 Commerce Way

Vista, CA 92083
{800) 321-0607

PN 1.09740 Rev A 03/03
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Premarket Notification
510(k) Statement
As required by 21 CFR 807.93

I certify that, in my capacity as Vice President of Quality and Regulatory Affairs for
BREG, Inc., and as their official correspondent that I will make available all
information included in their 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 substanially equivalent. The information I agree to
make available will be a duplicate of the premarket notification submission, including
any adverse safety and effectiveness information, but excluding all patient identifiers,
and trade secret and confidential commercial informaiton, as defined in 21 CFR 20.61.
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(o PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
I certify that, in my capacity as Vice President of Quality Assurance and
Regulatory Affairs of BREG, Inc., I believe to the best of my knowledge, that all

data and information submitted in the premarket notification are truthful and
accurate and that no material fact has been omitted.
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