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5' / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3 C
%,
frera Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR 19 1999

Mr. J. James Britton
President

Britt Corporation, Inc.
P.O. Box 547

Freehold, NJ 07728

Re: K974393
Vaso Press System
Regulatory Class: 11 (Wwo)
Product Code: 74 JOW
Dated: December 17, 1998
Received: December 21, 1998

Dear Mr. Britton:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device i1s substantially equivalent (for the indications for use
stated i1in 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 iIn accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act @ct). 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.

IT your device is classified (see above) into either class 11
(Special Controls) or class 111 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 iIn
regulatory action. In addition, FDA may publish further
announcements concerning your device iIn 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. J. James Britton

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.

IT 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) 594-4648. 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
vthttp://www. fda.gov/cdrh/dsma/ dsmamain.html. =

Sincerely yours,

T hi,

Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): B....9w.43]).9,3

Device Name:

VAso PRESs SYSTEM

Indications For Use: Treatment of lymphatic and venous disorders.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

cg /,
(Division Sign-Off)

rnvision oi' Cardiovascular, Respiratory,
and Neurological Devices

510(k) Number b C\1-4'i>

Prescription Use J / OR Over-The-Counter Use

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200CorporateBoulevard
Rockville MD 20850

MAR 19 1999

Mr. J. James Britton
President

Britt Corporation, Inc.
P.O. Box 547

Freehold, NJ 07728

Re: K974393
Vaso Press System
Regulatory Class: 11 (Two)
Product Code: 74 JOW
Dated: December 17, 1998
Received: December 21, 1998

Dear Mr. Britton:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device 1s substantially equivalent (for the indications for use
stated iIn the enclosure) to legally marketed predicate devices
marketed iIn iInterstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices
that have been reclassified iIn accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act @ct). 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.

IT your device is classified (Gee above) into either class Il
(Special Controls) or class 111 Eremarket 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 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other Federal
laws or regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301x96-81 18
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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.

IT 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) 594-4648. 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, nMisbranding by reference to premarket notificationn
(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_"

Sincerely yours

D irector

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page of 1

510(k) Number (if known):_i.9i7.4'3@3,

Device Name:___ VASOPRESSSYSTEM

Indications For Use:  Treatment of lymphatic and venous disorders-

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

c;? s 7

- =" " !
(Division Sign-Oft .
D\visiot' o1' Cardiovascular, Respiratory,
and Neurological Devices

siok) number 0 Cfi-4

Prescription Use J y OR Over-The-Counter Use

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. Appendix J.510 (k) Statement
The following section is included as required by
the Safe Medical Device Act (SMDA) of 1990.

Name: J. James Britton

Address: Britt Medical Products
PO Box 547
45 East Main Street, Suite 204
Freehold, NJ 07728

Contact Person: J. James Britton
Phone Number: (732) 863-1400
Fax Number: (732) 863-1603

This statement regarding 510(K) safety and effectiveness information is being
submitted in accordance with the requirements of SMDA 1990 and 21 CFR
807.93.

I certify that in my capacity as PRESIDENT OF BRITT MEDICAL PRODUCTS I will
make available all information included in this premarket notification on safety and
effectiveness within 30 days ofrequest by any person if the device described in the
premarket notification is determined to be substantially equivalent. The information I
agree to make available will be a duplicate of the premarket notification submission,
including any adverse safety and effectiveness information, but excluding all patient
identifiers, and trade secret and confidential commercial information, as defined in 21 CFR
20.61.

A K e |l o
Name: . "tton

Position: President

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 XVII
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=g - DEPARTMENT OF-HEALTH & HUMAN SERVICES PublicHealth Service -+« em-v - -
y ¢ Food And Drug Administration

Memorandum

/III\/\ IA_ - /

From: Reviewer(s) - Name(s) O
510(k) Number_.: G o I

Subject: 7 l 1(:) . A LJQI--JJ ‘J L

To: The Record - Itis my recommendation that the subject 510(k) Notification:

dis substantially equivalent to marketed devices.

D Requires premarket approval. NOT substantially equivalent to marketed devices.
D Requires more data.

D Accepted for review

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

Is this device subject to Postmarket Surveillance? ‘DYES rnt\fo
Ts this device subject to the Tracking Regulation? DYES

as clinical data necessary to support the review of this 510(k)?  DYES mNO
Is this a prescription device? S ONO
This 510(k) contains: 7/

Truthful and Accurate Statement DRequested 10'Enclosed
(required for originals receJYed 3-14-95 and after)

DA 510(k) summary OR rlA 510(k) statement
D The required certification and summary for class ID devices
The indication for use form (required for originals received 1-1-96 and after)

The submitter requests under :2iCFR 807.95 (doesn't apply for SEs):
&No Confidentiality 0 Confidentiality for 90 days 0 Continued Confidentiality exceeding 90 days

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

JON 1J -0-S1rlP

W =" = e (e ¢ JunAl L1187 _[f'd“
(Branh_hle') """"" y T Cnranch O ), r (D |
Final Review: ' -Qu)sétzms? Contact FDA/ERQRIAQEE/PIDiag CDRH-FR(ITATUS @fdaltths.gov or 301 39&811$10|
(Divisio Director) ) ro)-- (Date)

Revised: 1-2-96



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

S10(k) -su nSTANTIAL EQ UIVA LENCE"
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Quesus? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page ! of 1

510(k) Number (if known):_x 974303

Device Name:  VASO PRESS SYSTEM

Indications For Use: Treatment of lymphatic and venous disorders.

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

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

<y - L \L . . . :
oS X e TN asvan ¥ O C¢
(Division Sign-Off) . '
DMivision oF Cardiovascular, Respiratory,

and Heurologica! Devices

-y i .>f‘ e
510(k) Number ___{S qQF+ 4.0

Prescription Use OR

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

(Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Services
Food and Drug Administration

CENTER FORDEVICESAND RADIOLOGICALHEALTH
Office of Device Evaluation

MEMORANDUM [ 49
Date: 3 February, 1999 (\n"" ‘
From: Joydeb Roy /)/7L , .
Physicist - K «n;\{\
DCRND/CSPG \j Y
Ega
/A
To: File: K974393/S2 N
Sponsor: Britt Corp.
Subject: Additional Review
Action; Substantial Equivalence (SE)

SUMMARY OF FINDING:

The company has provided additional information dated December 17, 1998 in response to FDA's letter
of August 26, 1998. The response addresses the issues raised in the FDA letter. The submitter has
responded satisfactorily to the issues. Details are provided in the next page.

Based on the information provided and our review of that information, the submission isjudged to be
substantially equivalent to the predicate (S).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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RESPONSE TO AUGUST 26, 1998 LETTER

QUESTION 1: With regard to electromagnetic compatibility (EMC) testing, please address the following

concerns:
a. Section 4 of the test report indicated that conducted and radiated emission testing are not performed

because the device does not contain “any component that is generating interference above the specified
limits” in the frequency ranges 150 kHz to 30 MHz (conducted emission) and 30 MHz to 1 GHz (radiated
emission). Please provide scientific justification for your claim or perform the appropriate test and provide

the test results.

RESPONSE:

FDA: The response is satisfactory.
b. Electrostatic discharge (ESD) testing was performed in accordance with IEC 60601-1-2 clause 36.202.1.
This clause required ESD testing to be performed using the test method specified in IEC 801-2. A test

severity level of 3kV contact discharge shall be applied to conductive accessible parts and coupling planes.
In addition, IEC 801-2 requires the following:

(1) if a test severity level is selected, all lower levels must be satisfied;

(i) discharges to the horizontal and vertical coupling planes should be performed; and

(iii)  discharges shall be applied in the most sensitive polarity.

Therefore please address the following concerns:

i Please clarify whether all lower levels were tested (+/- 2 and 4 kV for air discharge and +/- 2 kV
for contact discharge). If the device was not subjected to these test levels, please perform the
additional tests and provide the results.

(ii) Please perform indirect ESD testing or provide a rationale for not performing this test.

(iii)  Please provide a rationale for only subjecting the device to positive discharge.

FDA: The response is satisfactory.

QUESTION 2: In the original submission, you indicated that your device is substantially equivalent to the
Flowtron HC. Model Number AC200HC and associated garments manufactured by Huntleigh Healthcare. This
device was cleared for marketing via 510(k), K874688. An evaluation of this 510(k) reveals that the AC200HC is a
single chamber intermittent compression pump and thus, the sleeves to be used with the pump are all single
chamber device. In contrast with the AC200HC, your device can be used with either the single chamber sleeves
(i.e., uniform) or the multi-chamber sleeves (i.e., segmental, and gradient). In order to find your device
substantially equivalent to the predicate device(s), please provide one of the following:

Questions? Contact FDA/CDRH/OCE/DID at CDRI%-FOISTATUS@fda.hhs.gov or 301 -796-97\8
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a. remove any reference to the multi-chamber sleeves from your submission;

b. provide a predicate device that can be used with both single and multi-chamber sleeves and
produces the same inflation/deflation waveforms as those generated by your device; or

c. provide additional predicate devices that have the same characteristics as your device when used
with the multi-chamber sleeves.

FDA: The response is satisfactory.

QUESTION 3: Your response to question 1, part c, in the Jetter dated February 18, 1998 is inadequate. You were
asked to perform tests on sleeve of all types and sizes you intend to market. However, you have only provided test
results showing the waveforms that can be generated when the pump is used with uniform, segmental, or gradiaent
sleeves. For those sleeves that you request clearance for marketing, please provide test results demonstrating that
each sleeve (VP 101, VP 102, VP 120, VP 201, VP 202, VP 220, VP 301, VP 302, VP 320) inflates/deflates as
designed (i.e., generate the appropriate waveforms ) or provide justification why these tests are not necessary.

RESPONSE:

FDA: The response is satisfactory.

QUESTION 4: It appears that the proposed pump has only two outputs, one for each side. Without the description
of the multi-chamber sleeves, it is difficult to comprehend how these sleeves are being inflated/deflated with the
proposed pump. Ifapplicable, please provide a detailed description of these sleeves and explain the mechanism for
inflating and deflating the sleeves.

response

FDA: The response is satisfactory.
QUESTION 5: The promotional material for the VasoPress device contains the following phrase:
"Promotes Increased Circulation by Stimulating Natural Muscle Contractions”. The manufacturer of the predicate

device, Huntleigh, was asked to remove this claim from their labeling prior to FDA clearance of the device.
Therefore, please provide data to substantiate your claim or remove it from the device labeling.

RESPONSE:
s) / Proprietary Data

FDA: The response is satisfactory.

RECOMMENDATION: The responses to all questions are satisfactory. There are no more issues to be resolved.
The device isjudged to be substantially equivalent to the predicate device(s).

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Pwlic Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Hail Center HFZ-401)
9200 Corporate Blvd.

December 22, 1998 Rockville, Maryland 20850
BRITT CORP., INC. 510&) Number: K974393

PO BOX 547 Product: VASO PRESS
FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON

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 @EFZ-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 arequirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
awritten 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.

IT you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at @01) 443-6597 or at
their toll-free number @00) 638-2041, or contact me at @01) 594-1190.

Sincerely yours,

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

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



y, Gi! Z \.j 3 f) Lecd&is$&M§Mdmlwmﬁ§‘20(%‘)3®jﬂm€m bYIBBRNGN DOM-RAENTATION

RE\fLIEWER.' vJ . ((9|_ DIV!SION/ BRANCH o fU
TRADE NAME: V&,tJ f @) coKMoN NAMEzchNf

(510 (k) NUMBER IF KNOIIN)

Y

1. IS PRODUCT A DEVICE?

2. DEVICE SUBJECT TO SIO(K)?

3. SAME INDICATION STATEHENT? / I '
DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY OR
EFFECTIVENESS? |--- 7
5. SAME TECHNOLOGICAL CHARACTERISTICS? v
flO coulp THE NEw cHARACTERISTICS -AFFECT -
J. SAFETY OR EFFECTIVENEss7
7. DESCRIPTIVE CHARACTERISTICS PRECISE VZ
ENOUGH?

NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS?

9. ACCEPTED SCIENTIFIC METHODS EXIST?

o -TT-.

PERFORMANCE DATA AVATLARLE?Y

DATA DEMONSTRATE EQUIVALENCE? . I z I ,J

-

U flt]

tie fle.ev;

. - IF NO STOP

IF NO STOP

IF YES GO TO S

TF YES STOP &

IF YES GO TO 7

IF YES GO TO 8

IF NO GO TO 10/\
IF YES STOP —

IF YES STOP | Vl
IF NO STOP @

1[' Nu EQii;.;,-r DITA

, = \

D> —-—NOTE: IN ADDITION TO COMPLETING PAGE NIM. "YES" RESPONSES TO QUESTIONS 4. 6. 8. ANO
11. ANO INSR.Y "NG" RESI'ONSE REQUIRES AN EXPLANATION ON PAGE THREE AND/OR FOUR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NARRATIV E DEVICE DESCRIPTION

1- INTENDED USE: //W %PAM[—C Cj Vip orns /(/505/7{7/

2. DEVICE DESCRIPTION: Provide a statement of how the device is either similar to
and/or different from other marketed devices, plus data @f necessary) to
support the statement. The following should be considered when preparing the
summary of the statement. Is the device life-supporting or life sustaining? Is
the device implanted éhort-term or long-term)? Does the device design use
software? Is the device sterile? Is the device for single use? Is the device
for home use or prescription use? Does the device contain.drug or biological
product as a component?_ [Is this device aﬁi_t? Provide a summal;y about the
devices design, materials, physical pro es and toxicology profile i1f

important.

e &4 1fc AL v &frdijird/

[7-1
n | Jhe PP r <
] / / j
Cflsbe el deflaly 10 v [ Und Sow
oo TS ghhtn -5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -7‘{6\31 18
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EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. EXPLAIN \!HY NOT A DEVICE:

3. HOW DOES THE NEW INDICATION DIFFER FR.OM THE PREDICATE DEVICE'S INDICATION :

4 . EXPLAIN WHY THERE IS OR IS NOT A NEY EFFECT OR SAFETY OR EFFECI'IVENESS ISSUE:

5. DESCRIBE THE NEW TECHNOLOGICAL CHARACTERISTICS :

6. EXPLAIN HOW NEW CHARACTERISTICS COULD OR COULD NOT AFFECT SAFETY OR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -79&:8\1\18

N\
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7. EXPLAIN HOW DESCRIPTIVE CHARACTERISTICS ARE NOT PRECISE ENOUGH: Z'b ‘;Kb= k‘!f@

8. EXPLAIN NEW TYPES OF SAFETY OR EFFECT IVENESS QUESTIONS RAISED OR\.THY THE
QUESTIONS ARE NOT NEW:

9. EXPLAIN \THY EXISTING SCIENTIFIC METHODS CAN NOT BE USED:

10. EXPLAIN WHAT PERFORMANCE DATA IS NEEDED: I/Mk Y (2 N/A[YV‘?

for e fleers, £MC wp Seffn, fehetsy

11 . EXPLAIN HOW THE PERFORMANCE DATA DEMONSTRATES THAT THE DEVICE IS OR IS NOT
SUBSTANTIALLY EQUIVALENT:

e oy -0 k_cerftl H I
hQIt:tC|:'1pJ_ ‘

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AN

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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P.O. Box 547 Freehold, NJ 07728
Phone (732) 817-1122 Fax (732) 817-1123

December 17, 1998

Food and Drug Administration Re: K974393 : u,
Center for Devices and Radiological Health ~ Product: Vasa Pres SysterfP ¥
Document Mail Center (HFZ-401) e T )

200 Corporate Boulevard
Rockville, MD 20850

Attn: Document Control Clerk
Re: Response to August 26, 1998 Letter

This is in response to the request dated August 26, 1998 for additional
information on the subject device.

Should you have any questions regarding the submission of this additional data
please do not hesitate to contact me at 732-817-1122.

_+--Sincerely,
FTRmed Britlone e

ident

% (|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

.



1. Applicant Caremed Supply Inc.

B 1, No. 1L Pao Hon Rd., Hsin Tien,
Taipei Hsien 231, Taiwan, R.O.C.

o -

3. Description of Device PU MP
A) Model 8050
B) Serial No. I\
C) Test Item (1) Conduction (2) Clamp (3) ESD
D) Power Supply AC 120V, 60Hz
4. Date of Measurement
5 Place of Measurement

6. Measurement Results The results obtained from the measuring of the above
mentioned device are as shown in the attached sheets.

Allen Wang / Asgistant Manager

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30\136-81 18
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1. Tested Instrumentation Used

| .1. For Conducted Measurement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Test Resu

s

\j\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Elec trostatic Discharge Measurement Resu lts








































DEPARTMENT OF HBEALTH PR SHUMAR "SERTICRS # 2018-1307; Releasediyiy PRl HEAPTROBervice

Food and Drug Administration
Center for Devices and
Radiological Health

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

November 03, 1998 Rockville, Maryland 20850
BRITT CORP., INC. 510(k) Number: K974393

PO BOX 547 Product: VASO PRESS
FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON

Extended Until:

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

1f the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

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

W\
W\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BRITT CORP

.0.Box 547 «45 E. Main St. Suite 204 « Freehold, NJ 07728
Phone (908) 863 « 1400 Fax (908) 863+ 1603

17202

October 28, 1998

1" i
CDRH Re: 510(k) #K97439, )
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

To Whom It May:

| am requesting a further extension to December 15 in order to comply with the
request for additional information.

Thank you in advance for your assistance.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-798-8118
Consulting to the Medical Industry
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DEPARTMENT OF HEALTH AND HUMAN SERVICES tblic Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Hail Center @{HFZ-401)
9200 Corporate Blvd.

September 25, 1998 Rockville, Maryland 20850
BRITT CORP., INC. 510&) Number: K974393

PO BOX 547 Product: VASO PRESS

FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON

Extended Until:

Based on your recent request, an extension of time has been granted
for you to suomit the additional information we requested.

IT the additional information is not received by the "Extended Until"
date shown above your premarket notificationwill be considered
withdrawn.

IT you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (€01) 443-6597 or at
their toll-free number @00) 638-2041, or contact me at (E01) 594-1190.

Si relx yours,
‘Mm"l Shwi’.man.-—-

Marjorie Shulman...,
Supervisory Consumer Safety Officer
Premarket Notification Section
Office ofDevice Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Hail Center @{HFZ-401)
9200 Corporate Blvd.

September 25, 1998 Rockville, Maryland 20850
BRITT CORP. , INC. 510 &) Number : K974393

PO BOX 547 Product: VASO PRESS

FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON

Extended Until:

Based on your recent request, an extension of time has been granted
for you to submit the additional informationwe requested.

IT the additional information is not received by the "Extended Until"
date shown above your premarket notificationwill be considered
withdrawn.

IT you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at @01) 443-6597 or at
their toll-free number @00) 638-2041, or contact me at (01) 594-1190.

Sincerely yours,

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

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BRITT CORP

PO.Box 547+« 111fAUl:: it 11l 111« Freehold, NJ 07728 o o
'>hone (908)863+1400 Fax (908)863+1603 S

September 22, 1998
In reply to: 510(k) # K974393

CDRH

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

To Whom It May Concern:

We have recently received a request for additional information on our 510K
application and request additional time to comply.

It will take an additional 4 weeks to obtain the information and request an
extension to November 1stin order to submit all the information

Thank you in advance for your cooperation

Smcerely yours

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Consulting to the Medical Industry



@ \uvichHy

(- —/ — DEPARTMERTGE MERPFH " H I AR SEAHAE'S07: Released by CDRH on 04-0358818 Health service

””l L ] |
Food and Drug Admi:iitration
9200 Corporate Boulevard
Rockville MD 20850

Mr. J. James Britton

President

Britt Corp., Inc.

45 East Main Street, Suite 204
Freehold, NJ 07728

AUG 261998
Re: K974393
Trade Name: Vaso Press System
Dated: May 28, 1998
Received: June 1, 1998

Dear Mr. Britton:

We have reviewed your Section S10(k) notification of intent to market the
device referenced above. We cannot determine if the device iIs substantially
equivalent to a legally marketed predicate device based solely on the
information you provided. To complete the review of your submission, we
require the following:

1. With regard to electromagnetic compatibility testing, please address
the following concerns:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. J. James Britton

Questions? Contact FDA/CDRH/OCE/DID at CDI%%—FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 - Mr. J. James Britton

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), and you have received a
letter from FDA allowing you to do so. IT you market the device without
conforming to these requirements, you will be in violation of the Federal
Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data iIT needed to establish
substantial equivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device exemption (IDE)
regulations.

IT the information, or a request for an extension of time, iIs not received
within 30 days, we will consider your premarket notification to be withdrawn
and your submission will be deleted from our system. |If you submit the
requested iInformation after 30 days it will be considered and processed as a
new 510(k); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

Questions? Contact FDA/CDRH/OCE/DID at CDI%H-FOISTATUS@fda.hhs.gov or 301-796-8118
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IT you have any questions concerning the contents of this letter, please
contact Joydeb Roy at (301) 443-8262. |If you need information or assistance
concerning the IDE regulations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301)
443-6597, or at i1ts internet address "dsmo@fdadr.cdrh.fda.gov'.

Sincerely yours,

1 1
o / |., .. —/—,)U6 { ) . /' '//\IKL/. 4. Ct_
"\ Thomas j?JCallahan, Ph.D.
Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices
and Radiological Health

4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Page 5 - Mr.

Prepared by:Jr

Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018
J. James Britton

DEPARTMENT OF HEALTH & HUMAN SERVICES

oy:jsy:B/25/98

cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ- Division
D.O.
OFFICE SURNAME DATE OFFICE SURNAME DATE OFFICE SURNAME DATE
It'1-"fom | o/"
s/, vkt [P
ot O)

U.S.GPO 1986-169-089

5
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

6 76 1998
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Mr. J. James Britton

President

Britt Corp., Inc.

45 East Main Street, Suite 204
Freehold, NJ 07728

Re: K974393
Trade Name: Vaso Press System
Dated: May 28, 1998
Received: June 1, 1998

Dear Mr. Britton:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above. We cannot determine i1f the device is substantially
equivalent to a legally marketed predicate device based solely on the
information you provided. To complete the review of your submission, we
require the following:

1. With regard to electromagnetic compatibility testing, please address

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30\7&96—81 18
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Page 2 - Mr. J. James Britton

Questions? Contact FDA/CDRH/OCE/DID at CDR’H—FOISTATUS@fda.hhs.gov or 30149@181 18

4
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Page 3 - Mr. J. James Britton

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to i1ts safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), and you have received a
letter from FDA allowing you to do so. ITf you market the device without
conforming to these requirements, you will be iIn violation of the Federal
Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device exemption (IDE)
regulations.

IT the information, or a request for an extension of time, is not received
within 30 days, we will consider your premarket notification to be withdrawn
and your submission will be deleted from our system. |If you submit the
requested information after 30 days it will be considered and processed as a
new 510(k); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

)

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301%%-81 18
£
J
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Page 4 - Mr. J. James Britton

IT you have any questions concerning the contents of this letter, please
contact Joydeb Roy at (301) 443-8262. If you need information or assistance
concerning the IDE regulations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301)
443-6597, or at its internet address 'dsmo@fdadr.cdrh.fda.gov™.

Sincerely yours,

Thomas J. Callahan, Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices
and Radiological Health

4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

- 9 Memorandum
Reviewer(s) - Name(s), =bE-1.:e..=- K6 t-
Subject:  510(k) Number K-t ALkl G- B8
|
To: The Record - Itis my recommendation that the subject 510(k) Notification:

DRefused to accept.
equires additional information (other than refuse to accept).
DAccepted for review

Llis substantially equivalent to marketed devices.
DNOT substantially equivalent to marketed devices.

De Novo Classification Candidate? DYES D No
DOther (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? DYES [If NO
Is this device subject to the Tracking Regulation? DYES NO
Was clinical data necessary to support the review of this 510(k)? DYES ONO
Is this a prescription device? IBYES O NO
Was this 510(k) reviewed by a Third Party? DYES IB'No
Special 510(k)? DYES O NO
Abbreviated 510(k)? DYES CIUNO

This510(k) contains:

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

ifA 510(k) summary OR lif A 510(k) statement

D Therequired certification and summary for class 11 devices

C:9" Theindication foruseform (required fororiginalsreceived 1-1-96 and after)
D Material of Biological Origin D YES r.ONo

The submitter requests under 21 CFR 807.95 (doesn't apply for SES):
CCI No Confidentiality D Confidentiality for 90 days D Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
Rev..w: 4‘,\]

(Branch Chief) (Branch Code) (Date) )*
Final R e\/ i W\ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 |

(Division Director) Revieci:6/2//9R
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(Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIo(k)SUNSTANTIAL EQUIVALEN CE-
DECISION-MAKING PROCESS (DETAILED)

New Dovioc te Comparcd te
Markctod Devdoc® i
No D the DU(arcmoos Aler the Latandod Yes
Doacs New Devioc Hlave Same Thermpoutic/Diagnectic/ cte. .
lodioation Statomcie? Effoct (la Dodding, May “Not Subctantally
Coadder Lmpact ea Safcty and Equdvaian(®
Yes Effoctivencss) T " ) Ddcrmlinatoa
l No
«Wonaad4 a New Devioc Has Saoac Intondod New Dovloc [lag New ——e (3
.a..00<NewerMandod Ucc and May be “Subctantially latendod Uce
De.ice Rcquatcd Equiveixmt®
1<1 Ncod«l
Doot New Dovioe Have Same No CoaddthcNew  yeo De the New Charncteristics Yeg
Technolegionl Charmcteriotics, - Charscteriotics Ralse Now Types of Saflcty oc —
c.g-, Desdon, Matortale, ofe? Alfoct Safcty Effecdvenens Questions?®®
o Effoctvencss?
Yes No
K O e 0
No Arc the Dascrdptive Do Acccptod Schantific Methods
1 — Charncteristics Procice Encagh : Exist foc Asscaclag Effocts of
te Easurc Equivalenoc? the Newe Charscieristies? No
- =
No Arc Pecformance Data Avallable Arc Performanoe Data Avallable N
1o Asscss Equivalencc? e to Assers Effects of New
Charscteristdes?=°
Yes
I Yes
Irapy mr < 1"crlonnOll«
Ot. O..t.
RequiC'C«<l Required
L Meogeal < 0 —— —q —— 0 —— - I:— <»J
101
4 %

*Substandally Equd valent”
(@ oot (@)

510{k) ubmillioO,l.CO(II jLUC new dcvi.::e.s lo Olarltcted devices.. FDA rcquc.su additiooal info<ruatioo if th c rdati9o.ship
between marketed a.nd "prcdiore™ (pre-Ameodments or rcdusif'ied p<>.\t-Amendments} devices  ur.dcu.

This decision U normally bas.cd on descriptive infO<mation alone. but limited tc.s<ing infocmition U somclimes required.

e-« O.it nuy Ix:in Ilic 5\0(lo:). 01l1cr 510(k)s, the Center's dufiotion fil. or the lilcr.iturc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OFHEALTH&HUMANSERVICES

Public Health Services
Food! and Drng Administration

CENTER FORDEVICESAND RADIOLOGICALHEALTH
Office of Device Evaluation

MEMORANDUM

Date: 24 August, 1998

From: Dr. Joydeb Roy ')]V"
Physicist
DCRND/CSPG

To: File:K974393/SI

Sponsor: Britt Corp.

Subject: Additional Review

Action: Additional Information (Al)

SUMMARY OF FINDING:
The company has provided additional information in response to FDA's letter of February 19, 1998.

The response addresses many of the issues raised in the FDA letter. However, there are still some problem
area, for example, electromagnetic compatibility testing, performance testing of sleeves, indications for
use form and promotional material. The response is unsatisfactory. The details are discussed below.

The submission isjudged deficient (Al). A letter is being prepared.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796-81Q{\
4
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RESPONSE TO QUESTIONS
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Questions? Contact FDA/CDRH/OCE/DID at CDﬁH—FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OFHEALTH & HUMAN SERVICES
Public Health Services
Food 1ndl Drug Adimi nistiradon
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
Office of Device Evaluation

MEMORANDUM

Date: 24 August, 1998

From: Dr.Joydeb Roy )'\:’—
Physicist
DCRND/CSPG

To: File:K974393/SI

Sponsor: Britt Corp.

Subject: Additional Review

Action: Additional Information (Al)

SUMMAR.¥ OF FINDING:

The company has provided additional information in response to FDA's letter of February 19, 1998.

The response addresses many of the issues raised in the FDA letter. However, there are still some problem
area, for example, electromagnetic compatibility testing, performance testing of sleeves, indications for
use form and promotional material. The response is unsatisfactory. The details are discussed below.

The submission is judged deficient (Al). A letter is being prepared.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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RESPONSE TO QUESTIONS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

RECOMMENDATION: The response is still deficient. A letter is to be mailed for additional
information.

9]

Questions? Contact FDA/CDRH/OCE/DID at CDﬁH—FOISTATUS@fda.hhs.gov or 301—7&6—3\1 18
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K-3
CANNOT DETERMINE EQUIVALENCY LETTER
- NEED MORE INFORMATION

Mr. J. James Britton
President

Britt Corp., Inc.

45 East Main St., Suite 204
Freehold, NJ 07728

Re: K974393/S 1
Trade Name: Vaso Press System
Dated: June 1, 1998
Received: June 5, 1998

Dear Mr. Britton:
We have reviewed your Section 510(k) notification of intent to market the device referenced above. We cannot

determine if the device is substantially equivalent to a legally marketed predicate device based solely on the
information you provided. To complete the review of your submission, we require the following:

Questions? Contact FDA/CDRH/OCE/DID at CD%H—FOISTATUS@fda.hhs.gov or 301—7@€918
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We believe that this information is necessary for us to determine whether or not this device is substantially
equivalent to a legally marketed predicate device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information described above and required by 21
CFR 807.87(k), and you have received a letter from FDA allowing you to do so. Ifyou market the device without
conforming to these requirements, you will be in violation of the Federal Food, Drug, and Cosmetic Act (Act). You
may, however, distribute this device forinvestigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulat ions.

Ifthe information, or a request for an extension of time, is not received within 30 days, we will consider your
premarket notification to be withdrawn and your submission will be deleted from our system. Ifyou submit the
requested information after 30 days it will be considered and processed as a new 510(k); therefore, all information
previously submitted must be resubmitted so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above 510(k) number and
should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDG(H—FOISTATUS@fda.hhs.gov or 301-796-8118
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Document Mail Center (HFZ.401)
9200 Corporate Boulevard
Rockville, Maryland 20850

Ifyou have any questions concerning the contents of this letter, please contact [DIVISION REPRESENTATIVE] at
(301) 594-[ ]. Ifyou need information or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at its toll-free number (800) 63g2041 or at (301) 443-6597, or at its internet

address "dsmo@fdadr.cdrh.fda.gov".

Sincerely yours,

[Division Director]
Office of Device Evaluation

Center for Devices and
Radiological Health

A

Questions? Contact FDA/CDRH/OCE/DID at CD&H-FOISTATUS@fda.hhs.gov or 301M6-81 18



CC:
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HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ-  Division
D.O.

Questions? Contact FDA/CDRH/OCE/DID at CD%ZH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018 _
DEPARTMENT OF HEALTH AND HUMAN SERVICES Pwblic Health Service

Food and Drug Administration
Center for Devices and
Radiological Heal th

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

June 02, 1998 Rockville, Maryland 20850
BRITT CORP. , INC. S10 &) Number: K974393

45 EAST MAIN ST., SUITE 204 Product: VASO PRESS

FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON

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 @EFZ-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.

IT you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (01) 443-6597 or at
their toll-free number @00) 638-2041, or contact me at @G01) 594-1190.

Sincerely yours,

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

Radiological Health

O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-&92-81 18
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P.O. Box 547 +45 E. Main St. Suite 204  Freehold, NJ 07728 .
Phone (908) 863 + 1400 Fax (908) 863 « 1603 < 2
. -

=0 o)

May?28, 1998 OC

;e E;m

9 4

O 3.

Re: K974393

Food and Drug Administration

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

200 Corporate Boulevard

Rockwville, MD 20850

Product: Vaso Press System

Thisisinresponse to therequest dated February 19, 1998 for additional information onthe

subject device.

CDRH/OCE/D|D at, CDRH-FOISTATUS@fda.hhs.goy or 301-796-8718
onsulting o} e ed/ca/(?nJustry@ g

Questions? Contact FD,



I trust this additional information is helpful in making you assessment regarding the substantial
equivalency ofthis device. Ifyou have any questions regarding this application or contents
please feel free to contact me at 732-817-1122.

I\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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APPENDECES

APPENDIX A ... Electromagnetic Immunity Testing
APPENDIX B ... Underwriter's Laboratories Infonnation
APPENDIX C ... Inflation and Deflation Pressure Tests
APPENDIX D ... Inflation Burst Pressure Testing
APPENDIX E ... Biocompatability Testing

APPENDIX F ... Comparison Table

APPENDIX G ... Preliminary Catalog Sheet

APPENDIX H ... Indications for Use Form

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Test Report No: — Page 1of 16

about
Electromagnetic Compatibility

o -

Kind of Equipment: Pump
Type Designation: 7000, 8030, 8050, 9000
Standard: EN60601-1-2:1993 EN61000-3-2:1995
EN 61 000-3-3:1995
Date of Receipt of Test Item: 05.03.1998
Date of Testing: March 10/13, 1998
Test result: The above mentioned product has been tested and passed.
Der Sachverstandige: ilberprilft:
reviewed b
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Appendix D

Photographs of Test Sample

TOV Rhcinland -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdam%ov orpgq]&glé[c?tﬂ JlgtySGr?bg
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Questions? Contact FDA/CDRH/OCE’DIQ at CDRH—FO__ISIATUS@pa.hhs.g 0T696—@h1€1 n | and
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CARE SUPPLY AMERICA, INC.
P.O. Box 66007, 2170 South 7th Drive
West Des Moines IA 50265 USA
Phone: (515) 285-4044 Fax: (515) 256-8197

May 22, 1998

Mr. Jim Britton
Britt Corporation
P.O. Box 547
Freehold, NJ 07728

Dear Jim,

This letter is in response to your request for clarification on the UL and CSA status of
your model VP10O Vase Press.

Respectfully yours. 11
7UN. ?'ltdla-w,, YA
Tim McCarty

cc:file

oY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
0 -2--98 09 5 AM PO1
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CARE SUPPLY AMERICA INC
MRTMCCARTY

2170 S7TH DR

PO BOX 66007

WEST DES MOINES IA 502135

Your most. rc:<:cnt list.I ng i8 shown below. Please review this information and nport. any
inaccuracies to the UL Bngineermg stazi rnerntwr who handled your UL proJ (X:t.

For information on placing an order for UL Listdng Cards in a 3 x [L inch card format,

please refer t.o the enclosed ordering informaLion.

rl\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 aci:J1c, kcdto public satcety nnd
committed to qUiility 5cv1ce

A inr-Inr proiit 1xg;1niLc-;liL:i11



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

GARMENT COM_PARISON TABLE

PROD UCT TYID
Unifonn Compression
Segmental Compression

Gradient Segmenfél

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INFLATION BURST TESTING

\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or N1\796—81 18
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I |
PRIMARY SKIN IRRITATION - 1SO

MANAGEMENT OF THE STCD

Sponsor
Britt Curporat iull
45 E. Main Street
Suite 204
P.O. Box 547
Freehold.NJ 0772

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-@-81 18

N\
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TABLE OF CONTENTS

Title Page
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Study Summary
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1.0  Purpose
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3.0 Compliance

4.0 Identification of Test and Control Articles

5.0 Identification of Test System

6.0 Justification of Test System and Route of Acll111illistration

7.0  Experimental Design
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14.0 Policy on Pain and Suffering in Animals
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Appendix I: Classification System for Scoring Skin Reactions

Page 2 Or- .+

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.goxhi,\\;} -796-8118
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STUDY SUMMARY

Page 3 of 1.+

[

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or¥1 -796-8118



Toxikon Corporation
Primary Skin Irrif3gizmds g8@essed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

Project Numher: 98(;-0616

QUALITY ASSURANICE STATEMENT

This study was conducted in compliance with U.S. Food and Drug Administration
regulations set forth in 21 CFR, Part 58.

The sections of the regulations not performed by or under the direction of Toxikon
Corporation , exempt from this Good Laboratory Practice Statement. incl uded characterization
and stability of the test article and its mixture with carriers, 21 CFR, Parts 58. 105 and
58.113.

The Quality Assurance Unit conducted inspections on the tollovving elates. The findings were
reported to the Study Director and to Toxikun's :Vlanagernent.

INSPECTIONS DATE OF DATE HYURTED DATE REPORTED
INSPECTION MANACIEMENT STUDY DIRECTOR

CLINICAL
OBSERV ATIONS

RAW DATA

FINAL REPORT

LIT1LI/f6

Date

Page 4 uf 14
\8
/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov o$-796-81 18
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Pagel of 1
510(k) Number (if known):_K>.......82.z4r. 3}cAL3,

Device Name.. VASOPRESSSYSTEM

Indications ForUse:  Treatment of Iymphatic and venous disorders-

NEPEL[I)EEA[%)E DONOTWRITEBELOW THIS LINE-CONTINUE ONANOTHER PAGEIF

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sip n-Off) .
[A\Le: or = Crire\'oovascular, Respiratory,
aiw. .,c0mi".<:;1c:, 1 Device

510(k) Number

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

(Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Puwlic Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Hail Center @FZ-401)
9200 Corporate Blvd.

April 23, 1998 Rockville, Maryland 20850
BRITT CORP. , INC. 510 ) Number: K974393

45 EAST MAIN ST., SUITE 204 Product: VASO PRESS

FREEHOLD, NJ 07728 SYSTEM

ATTN: J. JAMES BRITTON
extence v R

Based onyour recent request, anextensionof time has beengranted
for you to submit the additional informationwe requested.

I T the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered

withdrawn.

I fyou have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at @01) 443-6597 or at
their toll-free number @00) 638-2041, or contactme at (30L) 594-1190.

Sincerely yours,

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

Radiological Health

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3(\-796-81 18
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BRITT CORP

P.O.Box 547 45 E. Main St. Suite 204 « Freehold, NJ 07728

t,one (908) 863« 1400 Fax (908) 863+ 1603
March 19, 1998 cs
'fc¥ A
\ ==
Center for Devices and Radiological Health Re: <O
HFZ-401 0 Press System

Document Mail Center
9200 Corporate Boulevard
Rockville, MD 20850
Dear Sir or Madam:

We recently received arequest for additional information regarding the above 510K
application.

Itwill take approximately 6 weeks to gather the required information and I respectfully request
anextensiontoJune 1stinorder to submitall the information.

Thank you inadvance for you consideration.

Sincerely,

T

&

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79?— 118
Consulting to the Medical Industry
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o WEALTZ

C

v:t".',w
e Food and Drug Administratior.
9200 Corporate Boulevard
Rockville MD 20850

FEB 1g 1998

Mr ..J. James Britton
President

Britt Corp. Inc.
45 East Main Street, Suite 204

Freehold, NJ 07728

Re: K974393
Vaso Press System
Dated: November 18, 1997
Received: November 21, 1997

Dear Mr. Britton:

We have reviewed your Section 510(k) notification of intent to market
the device referenced above. We cannot determine if the device 1is
substantially equivalent to a legally marketed predicate device based
solely on the information you provided. To complete the review of

your submission, we require the following:

=

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301—796—‘5\1@
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Page 2 - Mr. J. James Britton

)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301—796—8\@
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Page 3 - Mr. J. James Britton

We belreve that this i1nformation 1s necessary for us to determine
whether or not this device is substantially equivalent to a legally
marketed predicate device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate
information described above and required by 21 CFR 807.87(k), and you
have received a letter from FDA allowing you to do so. If you market
the device without conforming to these requirements, you will be iIn
violation of the Federal Food, Drug, and Cosmetic Act (Act). You may,
however, distribute this device for investigat_ional _purposes to obtain
clinical data if needed to establish substantial equivalence.

Clinical investigations cf this device must be conducted iIn accordance
with the investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not
received within 30 days, we will consider your premarket notification
to be withdrawn and your submission will be deleted from our system.
If you submit the requested information after 30 days it will be
considered and processed as a new 510(k); therefore, all information

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \
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Page 4 - Mr. J. James BrittOn

previously submitted must be resubmitted so that your new 510(k) is
complete.
The requested information, or a request for an extension of time,

in

should reference your above 510(k) number and should be submitted
duplicate to:

Food and Drug Administration
Center for Devices and

Radiological Health
Document Mail Center (HFZ-401)

200 Corporate Boulevard
Rockville, Maryland 20850

IT you have any questions concerning the contents of this letter,
please contact Joydeb Roy, Ph.D., at (301) 443-8262. |If you need
information or assistance concerning the IDE regulations,
contact the Division of Small Manufacturers Assistance at

please
its toll-

free number @00) 638-2041 or at (301) 443-6597, or at its internet
address 'dsmo@fdadr.cdrh.fda.gov™.
Sincerely yours,
(\ : ! 7
B e R VORI -1
. Thoma--J.- Callahan, P. .
Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

o

0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\\/
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Page s - Mr. J. James Britton

cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HFEZ-450 Division
D.O.

Prepared by:JROY:erj:2/12/98:FINAL

FILE CGOPRPY

OFFICE SURNAME DATE | OFFICE SURNAME DATE | OFFICE SURNAME DATE

1so re; . uytr 0/tsf9,

iz, ROY
450 NGOYcr-J t:3/cl
45 () ,,,,, vmVZG_ 1t01n

" U.S.GPO 1986-169-089

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \w
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Mr. J. James Britton

President

Britt Corp. Inc.

45 East Main Street, Suite 204
Freehold, NJ 07728

Re: K974393
Vaso Press System
Dated: November 18, 1997

Received: November 21, 1997
Dear Mr. Britton:

We have reviewed your Section S10(k) notification of intent to market
the device referenced above. We cannot determine if the device is
substantially equivalent to a legally marketed predicate device based
solely on the information you provided. To complete the review of
your submission, we require the following:

1. Please demonstrate that your device operates safely and
effectively in its intended use environment by providing
the following information:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ w
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Page 2 - Mr. J. James Britton

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \@
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Page 3 - Mr. J. James Britton

We believe that this information is necessary for us to determine
whether or not this device is substantially equivalent to a legally
marketed predicate device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate
information described above and required by 21 CFR 807.87(k), and you
have received a letter from FDA allowing you to do so. If you market
the device without conforming to these requirements, you will be in
violation of the Federal Food, Drug, and Cosmetic Act (Act). You may,
however, distribute this device for investigational purposes to obtain
clinical data if needed to establish substantial equivalence.

Clinical investigations of this device must be conducted in accordance
with the investigational device exemption (IDE) regulations.

IT the information, or a request for an extension of time, is not
received within 30 days, we will consider your premarket notification
to be withdrawn and your submission will be deleted from our system.
If you submit the requested information after 30 days it will be
considered and processed as a new 510(k); therefore, all information

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ w
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Page 4 - Mr. J. James Britton

previously submitted must be resubmitted so that your new SI0(k) is
complete.

The requested information, or a request for an extension of time,
should reference your above 510(k) number and should be submitted in

duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

200 Corporate Boulevard

Rockville, Maryland 20850

IT you have any questions concerning the contents of this letter,
please contact Joydeb Roy, Ph.D., at (301) 443-8262. |If you need
information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597, or at its internet
address tdsmo@fFdadr.cdrh.fda.gov®.

Sincerely yours,

Thomas J. Callahan, Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ w
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DEP.ART_MENT OF HEALTH & HUMANSERVICES---- .. .-PUblic-HealtIf Serv ce - ------ -'
Food And Drug Administration

Memorandum
From: Reviewcr(s) - Name(s) s t_l I”(/ |<f_-
7
Subject: 510(k) Number , - -) ru{-e/b .2 ./' : ,
: | , T
To: -'ihe.Record - It ismy recommendation thatthe-subject510(k) - Notifrcatioh:- -
DRefused to accept. of7
tB'ilequires additional information (other than refuse to accept).
DAccepted for review
Dis substantially equivalent to marketed devices.
DNOT substantially equivalentto marketed devices.
Dother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? DYES li2fno
Isthis device subject to the Tracking Regulation? DYES filNO
Was clinical data necessary to support the review of this 510(k)? DYES 12fNO
his a prescription device? G1YES O NO
was this 510(K) reviewed by a Third Party? DYES (".(NO
This 510(k) contains:
Truthful and Accurate Statement DRequested | Benclosed
(required for originals received 3-14-95 and after)
EIA510(k) summary OR DA 510(k) statement
D The required certification and summary for class l11 devices
D The indication for use form (required for originals received 1-1-96 and after) /v"
The submitter requests under 21 CFR 807.95 (doesn't apply for SESs):
'—’rf‘o f_.r".... ndeatialiiv exceeding 70
PredlcatProduct Cod'e Swith class and tie Ad’é|t|ona?bsro<luct \Code(ls’) W|th pa nel o;[)tfolng Pieeedin days
Jow
(Branch Code) (Date)
Review:
- Re¥Bvanch Chief)
(Division Director) (Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Rcviscd:7/21/97 q?
W\



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

SIO{k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

New Devioc bk Comparod ta
Mascbctod Devioc®
NO Do the DifCoromom Aler the latendod Yes
DoaNewD<:Yioc:IC , ,.S-.c — s ey '
lodlodioa St <""at< <! trect<'-DO C.May -ot Sub«a.lanlef
Co<tdgiedniy s ety and S9ehalFTon
ot
Ino N lidf
Dcscrlp(frc Wonuedoo. Nan Datoc Iw law:ld<d .
about Nar or Mulcdod an4Mo3 I>< - 1 la<<n&cd U..:
°'="ice Requested Equfnica<"
as Ncodcd
Docs New Devioc Have Samc No Codd thcNaw vy De the Now Chrscteristics Yoo
Techrologlonl Charncteriotes, Chernctecistics Radse New Types «( Saflcty o —
g Dosigr, Matorfaks, ce.? AflocA Safcty Effccdvencss Questioas?
oc Effcctiveness?
Yes No
O | e
No Arc the Desaripdve Do Acceptod Sclentific Mcthods
Charncterdstics Prodse Encagh Exist (oc Assesclag Effocts of
to Ensurc Equlvalence? the New Cherncteristics? No
Yes [ Yes
No
Pecfoomance Data Avallable Arc Pecfocmunce Data Avallable N
o Assess Equivalence?* to Asscss Effects of New
Chaencteristics?**
Yes
l Yes
rcnocmo.ncc Periocuwi
IXp. IXto
Requgred () - n a amnCq_<dn:d
rcnocmllNCe .to. fem<><U(rat<;_|;-Q=-—0 = -—0 '_ e
EquJ, 0.knec! y CS Yes Eqa(vdpacc:?
[No No

To@

"SubsuncWly Equt..Jcn<"
Dctcfl<tlaatlon

v (®)

'il.O{k) submissions <“Ornparc new dcvi;:.cs ro narkc:cd <levi=.. FDA <"c<iucsIs additional informatiQa if Ih,s: c-clat!9hlp
b-..twi'. mac-kctc<I and "predic.ar_c.' (prc-Acucadmer.ts er rcd ific post-A!"ltcl.dme.t>) dc..-iccs is undeai.

This decisioa it eormally besed oe descriplive taftcnation aloas, but imitcd testing infoamation s sometirmes requtred.

e+« Data may bein the 510(k), ocher SIO(Kk)s, the Ccnccc's classification files. or che (i(cra.curc.

AN
N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

FOOD AND DRUG ADMINISTRATION

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
<OIFIF[CIE OIF DIEV][CIE IEVAILLJ[AT[(QIN
DIVISION OF CARDIOVASCULAR AND RESPIRATORY DEVICES
CIRCULATORY SUPPORT AND PROSTHETICS GROUP

DEVICE REVIEW MEMORANDUM

Date of Review: February 6, 1998

From: Dr. Joydeb Roy (ODE/DCRND/CSPG) =

To: Tothe Record

Date Due: February 19, 1998

Date Received in CSPG: November 24, 1998

Submission Number: K974393 QQ q&
Name of Device: Vaso Press System, VP 100 and Sleeves ‘qﬁy
Predicate Device: Flowtron HC (Huntleigh Technology)

Predicate 510(K)#: K874689

Name of Sponsor: Britt Corp., Inc.

Name of Manufacturer: Cathay Consolidated, Inc.

Type of Submission: New

Contact: J. James Britton (732-863-1400)

Code Class/CFR#: JOW 11/870;5800

Consulting Reviews:

Decision Status: Al

ORIGINAL REVIEW

SUMMARY:
This is a compressible pump with sleeve(s) device. Following deficiencies have been noted with this

submission:

A deficiency letter is being prepared and the device will be on hold pending satisfactory resolution of the

issues raised.
0O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVIEW EL EMENTS

ADMINISTRATIVE

a. Truthfuland Accurate Statement: -l Yes No

b. Indicationsfor Use Form: Yes VNo _Inadequate
C. SIOK SE Statement -l Yes No

d. Class Il Certification Yes No VNA

e. Other

Indications for use form will he necessary

REASON FOR SUBMISSION

a. New device IYes No
b. Change( design/labeling/functionality) Yes No
C. New Indication Yes No
d. Shelf Life Yes No
e Sterilization Yes -No
f Other i

Yes _No

No additional information necessary

INDICATIONS FOR USE

a.  Listofindications (Y) b Listof new indications
C. Predicate indications comparison(N) d. Supportive datafor new
e. Clinical utility / Documentation

g Environment of use(Y) h Targetpopulation(Y)

i

Indicationsfor useform (N)

Statement ofintended Use under General Information Section states that the device is used in the treatment and
management of venous and lymphatic disorders. Either a single or three chamber device is available. The three
chamber sleeves provide either a segmental uniform pressure or a gradient pressure. The indication is language
consistent with the predicate device.

However, promotional material information claims (Appendix D) that" Britt Medical Products Now offers a unique
System that will maximize inventory investment and offer flexibility for your patients suffering from Jymphedema
or venous ulcers". Ulcers were not included in the initial Statement of Intended use. Further, Appendix D lists also
the suggested use as " Treatment of chronic venous insufficiency, including venous ulcers and edema,
Lymphedema, primary and secondary”. Itis not clear what they mean by Lymphedema, primary and secondary.
The intended use languages are not consistent with each other.

NOTE: Itis not clear what is the "Unique Investment" they are talking about?
NOTE: Intended use languages are not consistent with each other..
NOTE: Indications for use form not provided . .

Additional information/clarification is necessary.

DESCRIPTION/PRINCIPLE OF OPERATION

a. Device description with components(N) b. Mode of operation(Y)

C. Design goalslvalidation(N) d. Block diagram(N)

e. Engineering/ circuit diagram(N) f. Photographs(Y)

g Operation manual(Y) h Performance specification(Y)

Material specification(Y) j- Safety features/alarms
Characteristics(i.e.,newtechnology, new material, newfunctionality) (N)

N o= =

3
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1 Lists of testsperformed  (Y,) m. Other

The air controller (pump) is a small and compact pump that provides an air source to inflatable limb
sleeves. The sleeves are placed on the extremity and secured by a zipper closure so that the pressure
derived from the controller is distributed over the extremity. One the sleeves are positioned they are
attached to the controller by a connecting hose. The pump is then turned on and the pre-selected pressure
is delivered to the extremity by the air pressure in the sleeve(s).

The following labeling information provided: ,
Preliminary labeling, labeling for the controller, labeling for the shipping cartoon, labeling for the sleeves. 1 I (

Device operating instructions provided. _ --1-(
a

The labeling does not include the following statement, "Federal (USA) law restricts the devrc;to sale by or on the

order of a physician or other licensed practioner.”. traiudi''illQsyitementiycludeginlb_elabelin_g_: -

However, caution statement is included in the Instructions for use. nformation on treatment protocol provided.
Appendix D also lists preliminary catalog sheet. Instructions on device cleaning.

Labeling/promotional material/instructions for use for the Flowtron HC predicate device (AC200/2) provided, buty e-1\

not for the Jobst device. Huntleigh Flowtron HC pump is indicated for reduction in lymphatic, venous, and I
traumatic edema in the extremities by enhancing natural blood and lymphatic fluid flow. No mention of venous It

ulcer in the predicate. | ]
c,fac

NOTE: Jobst labeling information not provided.
NOTE: The indications for use need to be clarified.

The labeling information is inadequate and incomplete.
Additional information will be required.

6. COMPARISON WITH PREDICATE DEVICES:
a. Similarities/ Differences (design,functionality, per/ormance, sterility, shelf life,biocompatibility)

4
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b. Intended use (Y)

C. Performance d. Laboratory/bench testing (NJ

e. Biocompatibility (NJ f. Clinical study(NA)

g. Labeling h. System and material specification (NJ
L Anatomical sites (1) ). Animal testing(NA)

K. Areas of concern/disagreement

The listed predicate devices are Flowtron HC (K874688), and Jobst Extremity Pump Home Model 7000 (510K #?).

A comparison table is provided to compare the device with the Huntleigh Flowtron pump device but not the Jobst device.
The features compared are Labeling, intended use, physical characteristics, anatomical sites, target population and safety
characteristics. However, no performance comparison/data provided, no sleeve(s) comparison information provided.

NOTE: Jobst Extremity Pump Model 7000 is listed as one of the predicate device, but not included in the table of
comparison. No 510(k) of the predicate device supplied.

NOTE: UL certification for safety testing is pending. Itis clarified what testing is done. 7
NOTE: No comparison of sleeves or performance data. The current table of comparison is incomplete.

Additional information will benecessary.

7. SOFTWARE
a. Requirements b. Level of concern
C. Hazard analysis d. Functionality testing
e. Validation/verification f. Tests reports
g. Certification h. Reference
NIA

8. ENVIRONMENTAL TESTING:
a. EMC (N) b. Electrical safety(N)
C. Temperature d. Pressure(Y)
e. Component Failure f. Vibration, shock, drop (NJ
g. Other

In the table of comparison the submitter states that the UL Certification is pending, but does not state for what tests.
Electrical safety testing/certification, electromagnetic compatibility (EMC) data/certification are required for the
pump. An UL certification is attached, but we could not make out what it is for. So a clarification will be required.

NOTE: A copy of an article on Lymphedema Pumps: Pneumatic Compression Devices provided.
NOTE: No EMC testing, NO sg ed.

Additional informationwill be required.

9. PERFORMANCE/FUNCTIONALITY TESTING

a. Performance tests (Lists allfunctionality, performance testsperformed) (Y)

b. Test objective/description (Y) C. Testprotocol(Y)

d. Passlfail criteria (NJ e. Dataplots (Y)

f. Data accuracy & acceptability(N) g. Dataanalysis(N)

h. Results/summary (N) i. Predicate device testing(N)
j Chemical tests (Hemolysis, thromboembolism, platelets, red blood cells, etc.)(NA)
k. Other tests

Pressure (inflation/deflation pressures) testing data plots provided in Appendix F. A protocol for the pressure
measurement provided to demonstrate that the system delivers the pressure to the extremity. Graphical data plots of
cycle time (inflation and deflation times) in seconds against pressures in mm Hg are plotted. Three plots are
included, one for uniform compression (single sleeve), one for segmental compression, and one for segmental
gradient (distal, central and proximal) pressure.

5
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1
No performance comparison with the predicate device provided, No data or measurement liccuracy provided. No

EMC test data provided. No pass/fail criteria listed. No data table provided. Dafa generated for all the sleeve types
and sizes are required. Further,, burst pressure data not provided.

Testing information is incomplete and inadequate.
Additional information will be required.

10. CLINICAL STUDY

a. General and specific objectives/hypotheses
b. End points/Outcome parameters C. Protocol
d. Inclusion/Exclusion criteria e. Randomization
f. ControVstudy groups g. Follow ups/monitoring
h. Risk/benefit analysis i. Results/analysis
J- Conclusions k. Bibliography
NIA
11. ANIMAL TESTING
a. Objectives b. Protocol
C. Results/conclusion d. Other
NIA
12. BIOCOMPATIBILITY TESTING
a. List of component material(Y) b. List of patient -contacting material
C. Final sterilized and aged product testing
d. Testprotocol (N) e. Passl/fail criteria(N)
f. Testresults/data (N) g. Toxicology profile
Ir. Certification(N) i. Reference standards
j- Other

The submitter states that the sleeve material does not come in contact with the patients skin, therefore no
biocompatibility assessments are provided.

The material does contact patients and hence biocompatibility information or reference to documentation about their
biocompatibility are required. Material specification information also required.

Additional information will be required.

The device is non-sterile, but the predicate is sterilizable. Cleaning information provided.
The information is adequate.

No additional information is necessary.

14. PACKAGING & SHELF LIFE

a. Packaging method b. Shelf life testing
C. Testing performed d. Certification

6 5
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No information provided.

Additional information is necessary.

15. COMPLIANCE WITH APPLICABLE STANDARDS:
a. AAMI/ANSI b. ASTM
C. ISO d. IEC
CEN [ UL
g. Other
UL certification mentioned.
16. COMPLIANCE FDA GUIDANCE
17. ANY OTHER ISSUE
a. Clinical b. Engineering
C. Other
None
7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

18. INFORMATION MATRIX

REVIEW ELEMENTS YES

NO DEFICIENCY

Ad ministrative

Indications for use form

Labeling

Warning statement

Description

Comparative Information

Sleeves/performance

Performance Testing

No burst testing, no raw data

Environmental Testing

No EMClelectrical safety

Clinical Testing NITA
Animal Testing NIA
Biocom patibility Testing No

Sterility Testing NITA

Packaging & Shelf Life Testing

No packaging information

Software Testing

NIA

Special Features

Standards/G uidance

ANY OTHER ISSUE

Recommendation: Al

Letter

COMMENTS:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FOR DCRND USE ONLY

DCRND/CSPG 510(K) SCREENING CHECKLIST

Administrative Reviewer Signature: JAL

CSPG SIOK Check List 97 September 18

1997

P
J

Device: Vaso Press System K974393
Submitter: Britt Corp., Inc.
Manufacturer: Britt Corp., Inc.
DATES: Review
Original Submission: 11/18/97 Cycle 1
Received in ODE: 1 1121/97
Received in CSPG: 1 1/24/97
Reviewed: 12/1/97

QUESTION Yes No
A. Is the product a device? Yes
B. Isthe device exempt from 510(K) by regulation or policy? No
C.  Expedited Review Status: Requested by Sponsor? No
D.  Expedited Review Status: ldentified by DCRND? No
E.  Expedited Review Status: Granted by DCRND? No
F. Has this device been the subject of a previous NSE decision? No

If yes, does this new 510(K) address the NSE Issues
(e.g., performance data, indications for use, etc.)
G. Has the sponsor been the subject of an integrity investigation? No
Ifyes, has the ODE Integrity Officer given permission to proceed
with the review?
Date: | ,/1! )

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

DCRND/CSPG 510(K) SCREENING CHECKLIST

Device: Vaso Press System

K974393

Submitter: Britt Corp., Inc.

Listed Below Are Items Which Should be Included in a Submission
UNDERLINE MISSING & NEEDED INFORMATION

YES

I. General Information: a) trade name, b) common name, c) establishment
registration , d) address of manufacturer, e) address of submitter, f) class, code
g) CFR #, h) new or modification, i) predicate device, j) truth and accurate

statement, k) indications for use statement (separate page)

No

la. Reason for Submission:

Yes

2. SMDA Requirement: 510(k) Statement

2a. SMDA Requirement: Class Il Certification & Summary (if Class IlI)

Yes

NA

3. Indications for Use:

Yes

4. Proposed Labeling: a) package insert, b) statement of intended use, c)
advertisements or promotional material, d) instructions for use, €) MRI
compatibility (if claimed), f) predicate device labeling

Yes

5. Description (or Modification): a) device description with components, b)
method of operation, c) design goals/validation, d) diagrams, €) engineering
drawing, f) photographs, g) operator's manual, h) performance specifications, i)
material specifications, j) modifications, k) safety features

Yes

6. Table of Comparison- Similarities and Differences to Named Legally
Marketed Equivalent Device: a) physical characteristics and functionality, b)
labeling, c) intended use, d) anatomical sites, t) performance/environmental
testing: in-vitro ( EMC, electrical safety, mechanical testing, pressure, flow,
failure mode), animal data, clinical data (test protocol, pass/fail criteria, blood
data, hemolysis, results, analysis and summary, literature reference)

Yes

7. Biocompatibility: a) list of component materials, b) list of patient-contacting
material, c) biocompatibility testing of patient-contacting, final sterilized, and
aged product, d) test protocol, e) pass/fail criteria, f) test results, g) toxicology
profile, h) certification , i) reference standards

Yes

8. Sterilization, Packaging and Shelf-Life: a) sterilization method ( EtO,
radiation, steam, autoclaving, etc.), h) SAL, c) packaging, d) pyrogen content,
e) ETO residues, f) radiation dose, g) cleaning & disinfection , h) shelflife data

yes

9. Software Validation & Verification: a) hazard analysis, b) level of concern, c)
software requirements, d) development documentation, €) test reports,

f) verification & validation, g) certification

NA

10. Conformance with ODE/DCRND Guidelines and Other
International/National Standards (IEC 601, UL 2601, 1S0-10993, etc.):

Itemsshaded under "No" are necessary forall submissions. Any checksin thejast (Needed & MISSING) column

requires resubission. <'AJ c _I
‘ﬁv_

Passed Screenmg: Yes Y, No: Reviewer:

CSPG S IOK Check List; September 18, 1997

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

A,
Date: / |./ ?

C\
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DEPARTMENT OF HEALTH AND HUMAN SERVICES PiblicHealthService

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center @EFZ-401)
9200 Corporate Blvd.

November 23, 1997 Rockville, Maryland 20850
BRITT CORP. , INC. 510) Number: K974393

45 EAST MAIN ST., SUITE 204 Received: 21-NOV-97

FREEHOLD, NJ 07728 Product: VASO PRESS SYSTEM

ATTN: J . JAMES BRITTON

The Center for Devices and Radiological Health CDRH), Office of Device
Evaluation QDE), has received the Premarket Notification you submitted in
accordance with Section 510k) of the Federal Food, Drug, and Cosmetic Act
@ct) for the above referenced product. We have assigned your submission a
unique 510k) number that is cited above. Please refer prominently to this
S10K) 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 1T any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA

ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510() swbmitters provide on
a separate page and clearly marked " Indication For Use" the indication for use
of their device. [Ifyouhave not included this information on a separate page
in your submission, please complete the attached and amend your S10(k) as soon
as possible. Also if you have not included your S10&) Summary or 510K)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance Gection 522@)(@) of the Act) and the Device
Tracking regulation @1 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (OSMA) 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 EFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center HFZ-401).

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

510&) Regulatory Requirements Tor Medical Devices' available from DSMA.

IT you have other procedural or policy questions, or want information on

how to check on the status of your suwmission @fter 90 days from the

receipt date), please contact DSMA at @01) 443-6597 or its toll-free

number @00) 638-2041, or at their Internet address http:/Aww.Tda.gov/cdrh/dsmamain.html
or me at @G01) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office ofDevice Evaluation

Center for Devices and Radiological Health @
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \®
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PO.Bo0x547 «45 E. Main St. Suite 204 « Freehold,NJ07728
Phone (908)863+1400 Fax (908)863+1603 November 18, 1997
Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive
Rockville, MD 20850

Attn. Document Control Clerk
Re: 510(k) PREMARKET NOTIFICATION o -

Pursuant to section 510(k) of the Federal Food, Drug, and Cosmetic Act, prarkef .....
notification information is enclosed for the following device: ;

Device Name: Intermittent Compression System '[Z;

Trade Name: Vaso Press System
Common Name: Intermittent Compression Unit and Compressmle Limb sreeve ;
Classification Name: 870.5800 Compressible Limb Sleeve © =
Device Class: Class|I
Classification Panel: Cardiovascular
Performance Standards: There are no performance standards for this system.
Facility Address & Establishment Registration Num ber:

Britt Medical Products a Division of Britt Corp.

45 East Main Street, Suite 204

Freehold, NJ 07728

Registration Number: 2249054
Reason For Submission: The Vaso Press System is a new device for Britt
Medical Products but similar in form, function and design to existing products
currently marketed by several companies.
Contact Information:

Name: J. James Britton

Address: Britt Medical Products

45 East Main Street, Suite 204
Freehold, NJ 07728
Telephone: (732) 863-1400
Fax: (732) 863-1603

Should additional information be required, please ontact me immediately.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Consulting to the Medical Industry ( E



(k) OIDE OPMA 0 PMA Supplement -Regular

D 510(k) Add1 information 0IDE Amendment 0PMA Amendment 0 PMA Supplement - Special
0IDE Supplement OPMAReport 0PMA Supplement -30day
OIDER =t OPMA Su lement -Panel Track

e .’ 25 b ‘\'%\?ﬁ 3 v ' &
iSe ‘B Reason for Submissi 510(k)s Onl
m;;w device D Additional or expanded D Change in technology, design, materials,
indications ormanufacturing process

D Other reason (specify):

FEO& fem2 M 1 sl 205 k1 d:R: f=gwri s liflit6fiiii:Pmit0=a}’ el 1l A Tbemlle s ;g - 1aled: el Hak 1 £51 1L

a4

DNew device D Change in design, component, [ Location change:
D Withdrawal or specification: ] Man
D Additional or expanded indications D Software Tizer
D Licensing agreement gg(t)llor Addit.iveb 1 Packager
her (specify below . o

DLabeling change: (specity : 0 Distributor

D Indications D Process change: D Report submission:

D Annual orperiodic

D Instructions D Manufac
D Performance Characteristics Os --
D Shelflife

D Trade name

D Other (specify below)

D Post-approval study
D Adverse reaction
DDevice defect
esponse toFDA correspondence (specify below) D Amendment

D Request for applicant hold

D Request forremoval of applicant hold

D Request for extension

DRequesttoremove oradd manufacturing site

D Change in ownership
D Change in corr

for:Submiss

" DNewdevice D Change n: D Response to FDA le ncewafhg:
D Addition of institution D Correspondent D Conditio  approval
DExpansion /extension of study DDesign D Cdapproved
DIRBcertification D Informed consent ient finalreport
DRequest hea.r ing DManufacturer efi¢ient progress report
DRequestwaiver D Manufacturing D Deficient investigator report
D Termination ofstudy D Protocol -f1 -~ D Disapproval
D Withdrawal of application OProt ility D Request extension of

D Unanticipated adverse effect timetorespondtoFDA

D Request meeting

D Emergency use: Reportsubmission: DIOL submissions only:

D Notification of D CWTCnt investigator OChange inIOL style
D Annual progress D Request for protocol waiver
D Site waiver limit reached
DFinal

A-12
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 tbry
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UNKNCY

ProPuct code:
oPuct code JCM

Classification J\[JU!CH

S

Device class:

D Class I II
OClassill DUnclassified

Product codes of devices to which substantial equivalence is claimed:

Swnmary of. or statement concerning.

: 3 . safety and effectiveness data:
Jo.1 D 510(k) SUIDIDBUJY attached

6 7 1 O(k) statement

Information on devices fo which substantial equivalence is claimed:

510(k) Number Trade or proprietaiy or model name Manufacturer
K 874688 FIIWI RON HC ! HUBTLEIGH TECHNOLOGY, INQ

2 2 2

3 3 3

4 4 4

v v

6 [ | 1

- = SE| &TTEmii: i 11 -7 = pFOHWERI iVFM iBGiex: : n:UE' ‘6 EIf&-Xhi{t:{fE"th' a: i i S e =i % me

Common orusual name orclassificationname:

CMPRESSIBLE LIMB SLEEVE

Tradeor M or model name Ivfodel n\mbgr )

VASQO _PRESS SYSTEM VP 100 and SLEEVES

2 2
3 3
4 4

FDA docwnent nwnbers ofall riorrelated submissions (r ardless ofoutcome :

2 3 4
7 ] 9 10 1 12
Dataincluded in submission: boratory testing D Animal trials D Hwnan trials

Indications (from labeling):

TREAIMENT OF VENOUS INSUFFICIENCY, INCLUDING VENOUS ULCERS AND EDEMA
TREAINENT OF PRIMARY AND SECONDARY LYMPHEDENA

Questions? Contact FDA/CDRH/OCE/DIDAat1gDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (‘Gb
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. |tOriginaI

DAdd D Delete NONE FOREIQ\

FDA cstablisluncnt registration nwnbcr.

D Contract sterilizer
D Reoackager I relabeler

anufacturcr
0 Contract manufacturer

Company | Institution name:
CATHAY CONSOLIDATED

Division name (ifapplicable):

Phone number (include area code):

836 2) 551 8180

FAXnumber (include areacode):

Streetaddress: IB, No. 11, BAO HONG ROAD, XIN TIEN
g6 2) 571
City: State | Province: Cotmtry: ZIP IPostal Code:
TAIPEI XIEN TAIWAN
Contact name:
ANTHCNY CF.LWIU
Contact title:
PRESIDENT
IJ”Original FDA cstablisluncnt registration number: anufacturer D Contract sterilizer
D Add D Delete D Contract manufacturer D Reoackager Irelabeler
Company | Institution name:
SEAL TECH
Division name (fapplicable): Phone number (nclude areacode):
P.1. INC. @) 744-8000

Street address:

215 Ra::KY 1DUNTAIN ROAD

FAXnumber (nclude area code):
@3 D 744-1364

City: ATHENS State | Province: N Country: USA ZIP | Postal Code:
37371-1067
Contact name: JOHN AVERY
Contact title:
PRESIDENT
D Original FDA cstablisluncnt registration nwnbcr. | DManufacturer D Contract sterilizer
D Add ODelete D Contract manufacturer D Reoackaer I relabeler

Company | Institution name:

Division name (ifapplicable):

Phone number (mclude area code):

C D

Street address:

FAXnumber (include area code):

C D

City: State | Province:

Country: ZIPIPostal Code:

Contact name:

Contact title:

A-14

).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




IDA establislunent registration nwnber:

Company | Institution name:

BRITI' CORP., INC

Division name (if applicable)13RITI' MEDICAL PIDDOCI'S Phone number (nclude area code):
( 732 863-1400
Streetaddress: FAX nwnber (mclude area code):
A5EASTMAIN STREET, SUITE204 ( 732 863-1603
City: FREEHOID State gjovince: Country: USA ZIP 13>0sl,_Corle:
[ """""" 07728
Slgnanf,e(\ \f\ """ i >
( 1 (_Age e
Name: J.-)JAMES BRITTON
Title: PRESIDENT
L@:iffiaid); 2=t astiswillata . giww i Riti Wracfffev===rim =i momnE ok i,
company | Institution name:

Phone nwnber (nclude area code):
(

EAX nwnber (mclude area code):

Division name (if applicable):

Streetaddress:

City: State | Province: Country: ZIP1Postal Code:

Contactname:

Contacttitle:

-f?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ '
A-15
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1. GENERAL INFORMATION

1.1 Applicant

Date: November 18, 1997
Name: J. James Britton

Address: Britt Corp., PO Box 547, 45 East Main Street, Suite 204
Freehold, NJ 07728

Contact Person: J. James Britton
Phone Number: (732) 863-1400, Fax (732) 863-1603

Signatu \QJ =

1.2 Trade Name

Vaso Press System- The Vaso Press System consists of a pneumatic controller (pump)

that supplies an air source to inflate extremity sleeves (garments).

e Model Number
e Model Number
e Model Number
e Model Number
e Model Number
e Model Number
e Model Number
e Model Number
e Model Number
e Model Number

VP-100- Vaso Press Pump

VP-101- Half Leg Uniform Compression Sleeve
VP-102- Full Leg Uniform Compression Sleeve
VP-120- Full Arm Uniform Compression Sleeve
VP-201-Half Leg Segmental Sleeve
VP-202-Full Leg Segmental Sleeve

VP 220-Full Arm Segmental Sleeve
VP-301-Half Leg Gradient Segmental Sleeve
VVP-302-Full Leg Gradient Segmental Sleeve
VP-320-Full Arm Gradient Segmental Sleeve

1.3 Common Name or Classification Name

Common Name: Compressible Limb Sleeve
Intermittent Compression Unit (Anti-Embolism Pump)
Classification Name: 870.5800 Compressible Limb Sleeve

14 Establishment Registration Number: #2249054

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.5 Facility Address
Britt Medical Products a Division of Britt Corp.

PO Box 547
45 East Main Street, Suite 204
Freehold, NJ 07728

1.6. Section 513 Device Classification

1.6.1 Classification

This intermittent compression system that consists of a controller (pump) and
compressible limb sleeves which are a Class 1l device.

1.6.2 Classification Panel

The panel to review this device is the cardiovascular panel.

1.7 Reason for Premarket Notification

The Vaso Press System is d new device for Britt Medical Products but similar in function
and design to existing products currently marketed by several companies.

1.8 Predicate Device Description

This device is similar in function and application to devices that are currently marketed.
The products consist of pneumatic pumps (controllers) that supply an air source to a
compressible limb sleeve(s) that apply pressure to an extremity which will assist in moving
extra-cellular fluids into the venous or lymphatic system. The pump is a compact device
that inflates the sleeve to a pressure that has been recommended by a clinician. The
products are used primarily in the home and depending on the degree of swelling can be
used up to 2 hours per day.

1.8.1 Predicate Device Name
Flowtron HC, Model Number AC200HC and associated garments (sleeves) by Huntleigh

Healthcare
Jobst Extremity Pump Home Model 7000 by Beiersdorf Jobst

II

&

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.8.2 Predicate Device Company

Huntleigh Healthcare
227 Route 33 East
Manalapan, NJ 07726

Beiersdorf Jobst Inc.
5825 Carnegie Blvd.
Charlotte, NC 28247-1048

1.8.3 Predicate Device510(k)#
Huntleigh's Flowtron HC K#874688. A copy of the product literature is included in
Appendix Aalongwith the 510K.

1.9 Federal Food, Drug, and Cosmetic Act Compliance
There are no performance standards published for these devices.

2. SMDA Information

2.1 510(k) Statement
A 510(K) Statement is included in Appendix J.

2.2 Truthful | Accurate Statement

A Truthful and Accurate Statement, as required by 21 CFR 807.87(j), is provided in
Appendix |I.

3. INTENDED USE/PROPOSED LABELING

3.1 Statement of Intended Use

The Vaso Press Intermittent Compression System is used in the treatment and

management of venous and lymphatic disorders. Depending upon the preference of the

clinician they may choose a single uniform compression sleeve, segmental sleeve or a

gradient sleeve

The controller provides cycles of compression at a selected pressure which inflate a single

orthreechambersleeve. Thethreechambered sleeve providesasegmental uniform___
\compression or a gradient pressure with the highest pressure most distal on the extremity.

11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 le
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3.2 Devicelabels
Preliminary device labels are found in Appendix B.

3.3  Device Labeling
Preliminary device labeling, Operating Instructions is found in Appendix C.

3.4  Advertisements and Promotional Literature
Preliminary advertisement and promotional literature are located in Appendix D.

4. DEVICE DESCRIPTION

4.1  Physical Description
The air controller is a small and compact pump that provides an air source to inflatable
limb sleeves.

4.1.1 Description

Depending upon the etiology, a prescription for Qne or two sleeves may be given. A
pressure range is suggested by the clinician and the patient is instructed on the proper use
and recommended treatment times. The sleeves are placed on the extremity and secured
by a zipper closure so that the pressure derived from the controller is distributed over the
extremity.

Once the sleeves are positioned they are attached to the controller by a connecting hose
The pump is then turned on and the pre-selected pressure is delivered to the extremity by
the air pressure in the sleeve(s)

The cycle timing for the inflation of the sleeves is preset to provide 90 seconds of
compression on one sleeve and then 90 seconds on the other sleeve if a bilateral use has
been prescribed.

D\ IV
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 Y
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4.2  Photographs
Photographs of the products are found in Appendix E.

4.3  Significant Changes | Modifications from Predicate Device

There are no significant changes or modifications that would effect the safety or

effectiveness of this device compared to the predicate devices.

4.4  Accessories

The sleeves that are used with the controller are manufactured from polyurethane

impregnated nylon and have the following physical description:

SLEEVE SIZES FOR UNIFORM, SEGMENTAL AND GRADIENT SEG.

Dimensions Inserts
Descril2tion Single Segment. Gradient L W F H S A B
HalfLeg VP 101 VS 201 VO30l 575 3 125 35
FullLeg VP 102 VS202 VS302 ., ... ,: . as
Full Arm VP 120 VS 220 VS 320 o 145 25 & 2

5. COMPARATIVE INFORMATION

5.1 Equivalent Device Information

Name: Flowtron HC

Status: The Huntleigh Flowtron has a 510K

510(k) #: K874688

Name: Jobst Extremity Pump Home Model

Status: The Jobst Home Model is a predicate device

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796-M
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5.2 Comparison Table

The following table displays the similarities and differences of the new device to the legally
marketed device to which equivalency is claimed.

Characteristic Compared 510(k) DEVICE ProposedDevice
FLOWTRON HC Vaso Press

Product Labeling | Similar

Intended Use Enhancement of lymphatic and venous
flow.

Physical Characteristics | II'L x 5"W x 4"H
Power: 110-130 Volts
Case Material High Impact ABS

Pressure Range 30-90 mmHg
Cycle Time: 90 seconds inflation
90 seconds deflation

Anatomical Sites | Application of the sleeves are either on the
leg or arm

Target Population | Classed ashome medical equipment and
therefore is for use by patients who are
primarily at home.

Safety Characteristics | UL 544

5.3 Performance Testing Subject Device
Test data is provided in Appendix F.

6. BIOCOMPATIBILITY ASSESSMENT

The sleeve material does not come in contact with the patients skin therefore no R
biocompatability assessments are provided.

v

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-\18
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7. STERILIZATION INFORMATION
The VASO PRESS SYSTEM is provided non-sterile.

The VASO PRESS SYSTEM is not intended for sterilization. Instructions for cleaning,
disinfecting is as follows:

CLEANING INSTRUCTIONS: The outside case of the air controller is made from high
impact ABS plastic and should be cleaned using a damp cloth and mild detergent.
Hypocarbonate and phenol based cleaning solutions should never be used as they cause
the case material to deteriorate.

The sleeve may be hand washed in luke warm water using a mild detergent.

CARE MUST BE TAKEN NOT TO SUBMERGE THE TUBING IN WATER
DO NOT DRY CLEAN THE SLEEVES

DO NOT IRON

DO NOT AUTOCLAVE

8. SOFTWARE VALIDATION & VERIFICATION
Does not apply to this device.

9. SPECIFIC STANDARDS & GUIDANCES

There are no standards or guidance documents on intermittent compression systems for
the treatment of venous and lymphatic disorders. For reference a recent survey by the
Agency for Health Care Policy and Research, Office of Health Technology Assessment is

included in Appendix G.

\ VII

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -&6-81 18
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Appendix A. Predicate Device 510K

VIl
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intermittent Compression System L AN 220

» ate, effective treatment enhances lymphatic and venous fiil'w.

< Promotes increased circulation by simulating natural rm.1sch
contractions.

< Lined garments with full length zippers are durable,
comfortable, and easy to use.

= Lightweight, portable pump with single pressure control.

= Cycle time preset at 90 seconds inflation and 90 seconds
deflation.

= |deal for home use.

FULLARM-5120

COMPRESSION SYSTEM

Huntiigh oD o

HALF LEG - L101

FLOWTRON - AC200HC

Technical Specifications «Pump Ordering Information

Model Number: AC200HC AC200HC Single Chamber Intermittent

Power: 110-130v 60Hz Compression Pump

Size: Ax11x5inches L101 Half Leg Garment (19¥/ length)

Weight 3¥ |bs. L102ES Full Leg Extra Short Garment (27" length)

Pressure Range: 30-90mmHg L102S Full Leg Short Garment (30" length)
Approximate e, L102M Full Leg Medium Garment (33 length)
Cycle Time: 90 seconds inflation L102Lfull LegLong Garment (36V/ length)
90 seconds deflation L102EL Full Leg Extra Long Garment (381// length)
S120 Full Arm Garment (30¥.' length)
$220 Half Arm Garment (20" length)

FULLLEG-L102

inflatable Inserts are available to increase
garment circumference

Forinformation on the full line of HNE Healthcare products
including pressure relieving devices, compression systems and
fetal/vascular Dopplers, please call 1-800-223-1218.
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Food and Drug Administration

8757 Georgia Avenue

SEP 231988 Silver Spring MD 20910
Ms .Diane Distefano Re: K874688
Marketing Assistant Flowtron AC 200/2
Huntleigh Technology, Inc. Regulatory Class: 11
227 Route 33East Dated: September 6, 1988
Manalapan, New Jersey 07726 Received: September 15, 1988

Dear Ms. Distefano:

We have reviewed your Section 510k) notification of intent to market the
device referenced above and we have determined the device is substantial ly
equivalent todevices marketed i1n interstate commerce prior toMay 28, 1976,
the enactment date of the Medical Device Amendments . Youmay, therefore,
market the device, subject to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act @ct). The general controls provisions of the Act
include requirements for annual registration, listing of devices, good
manufacturing practice, and labeling, and prohibitions against misbranding and
adulteration .

IT your device is classified Gee above) into either class 1l @erformance
Standards) or class 111 @remarket Approval) 1tmay be subject to such
additional controls. Existingmajor regulations affectingyour device canbe
found in the Code of Federal Regulations, Title 21, Parts 800to 895.
addition, the Food and Drug Administration EDA) may publish further
announcements concerning your device in the Federal Register. Please note:
this response toyour premarketnotification submissiondoesnotaffectany
obligation youmight have under the Radiation Control for Health and Safety Act
of 1968, or other Federal Laws or Regulations.

Powered inflatable tube massagers are considered to be prescriptiondevicesin
the United States. This means they can only be sold by, or on the order of, a
licensed practitioner . Nodirect sales to the general public canbe legally
made . Such devices should be labeled in accordance with 21 CFR 801.109, copy
enclosed.

This letter immediately will allowyou to begin marketing your device as
described. An FDA finding of substantial equivalence of your device to a
pre-Amendments device results inaclassification for your device and permits
your device to proceed to market, but it does not mean that FDA approves your
device . Therefore, you may not promote or in any way represent your device or

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 -Ms .Diane Distefano

its labeling as being approved by FDA. ITyou desire specific advice on the
labeling for your device please contact the Division of Compliance Operations
Regulatory Guidance Branch @FZ-323) at G01) 427-8040. Other general
information onyour responsibilities under the Act, may be obtained from the
Division of Small Manufacturers Assistance at their toll free number @00)

638-2041 or at G01) 443-6597.

Sincerely yours,

LJA. - «©

Carl A_Larson, PhD.
Director, Division of Surgical
and Rehabilitation Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Adeinistration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

SEPTEMBER 15, 1988

HUNTLEIGH TECHNOLOGY, INC. D.C. Number K874688
ATTN: J. JAMES BRITTON Received 09-15-88
227 ROUTE 33 EAST Product FLOWTRON AC200/2

MANALAPAN , NJ 07726

The addi tional information you have submitted has been received.

We wi Il notify you when the processing of your submission has been
completed or if any additional information i1s required. You are required
to wait ninety (90) days after the received date shown above or until
receipt of a "substantially equivalent” letter before placing the product
into commercial distribution. 1 suggest that you contact us i1Ff you have
not been notified in writing at the end of this ninety (90) day period
before you begin marketing you device. Written questions concerning the
status of your submission should be sent to:

Food and Drug Admini stration

Center for Devices and
Radiologi cal Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162
incerely yq::ié‘~mnw

Robert 1. Chissler

Premarket Noti fication Coord inator

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 U
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

AUGUST 25, 1988

HUNTLEIGH TECHNOLOGY, INC. Ref K874688

ATTN: J. JAMES BRITTON Product FLOWTRON AC200/2
227 ROUTE 33 EAST

MANALAPAN, NJ 07726

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. This information should be submitted in

dupl icate to:

Food and Drug Admini stration

Center for Devices and
Radiologi cal Health

Document Mai l Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

When your additional information is received by the Office of Device
valuation the 90-day period will begin again.

IT after 30 days the requested information is not received, we will stop
reviewing your submission. Pursuant to 21 CFR 20.29, a copy of your S10(k)
submission will remain in the Office of Device Evaluation. [If you

then wish to resubmit this 510(k) noti fication, a new number will be
assigned and the 90-day time period will begin again.

IT you have procedural or policy questions, please contact the Division of
Small Manufactu rers Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162.
,inciiééé}::sgig‘hnw

Robert 1. Chissler

Premarket Notification Coordinator

Office of Device Evaluation

Center for Devices and
Radiologi cal Health

g

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 !
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Huntleigh Technology Inc.
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Sept. 6, 1988

Robert Chissler

Food & Drug Admin.

Center fur Devices &
Radiological Heal th

Document Mail Center (HFZ-401)
8757 Georgia Ave.

Silver Spring MD 20910

Dear Mr. Chissler:

Enclosed is the information requested by the Office of Device
Evaluation concerning Ref: K874688 Product: Flowtron AC
200/2. As discussed with Dr. Blanckwell , we have excluded
the reference to our produt simulating natural muscle
contractions comparable lo exercise.

If T may be of further assistance, please feel free to
contact me.

Sincerely yours,
Ib -
-'lu( 7/M4,-""--<>

Diane DislefcGo
Mkting. Asst.

1’Hh‘tl|e7§h 0/
chnology

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /93



O) § (Ol HOMiE CARE COMPRESSION SYSTEM

Home Care Intermittent Compression

Huntleigh Technology,with over 15years experience in
intermittentcompressiontherapy,hasnowdevelopedthe
Flowtron HC, a system designed specifically for applica-
tioninthe home environment. The system consists ofa
:ompact pump which intermittently inflates a garment
rhatis applied to the extremities. The pressure withinthe
arment is controlled by a dial set at a recommended
.dvel.The entire cycle time is presetat 90 seconds inflation
and 90 seconds deflation. By alternating the pressure,
blood flow is stimulated, resulting in improved circulation
and healing.

IMPROVING THE NATURAL FLOW

Intermittent compression assists
venous and lymphatic flow where
vascular problems exist. When
ambulation is restricted or there
is inJury tomuscle, lymph vessels,
or veins, fluid balance may be
impaired.

Huntleigh's compression systems
facilitate fluid movement by cre-
ating a pressure shift within the
tissues. During the inflation
phase of the system, excess fluid
is gently pushed out of the tissue
area and into the venous and lym-—
phatic circulation. Oncewithin
the circulation, this extra fluid

= Non-Invasive = Practicaland Simpleto Use is more readily excreted by the
= Natural Action « Idealfor Home Use body's natural mechanisms or
functions.
2> §§§_'r"";'e'gbh Huntleigh Compression Systems
i migs SCNNOIOGY for non-invasive therapyin
a’ g = 227 Route 33 East, Manalapan, NJon2s h .
Toll Free: 800-223-12181h NJ (201) 446-2500 vascular and Iymphatlc disorders.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND BUMAN SERVICES Public Health Service

rood and Druq Adainistration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

AUGUST 25, 1988

HUNTLEIGH TECHNOLOGY, INC. Ref K874688

ATTN: J. JAMES BRITTON Product FLOWTRON AC200/2
227 ROUTE 33 EAST

MANALAPAN, NJ 07726

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. This information should be submitted In

duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mai l Center (HFZ-401)

8757 GeQ,Fgia Avenue

Silver Spribg, Maryland 20910

When your addi tional information is received by the Office of Device
ealuation the 90-day period wi ll begin again.

IT after 30 days the requested information is not received, we will stop
reviewing your submission. 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) noti fication, a new number will be
assigned and the 90-day time peri1od wi B begin again.

IT you have procedural or policy questions, please contact the Division of
Small Manufacture rs Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162.
incem\—

Robert I. Chissler )
Premarket Noti Fication Coordinator

Office of Device Evaluation
Center for Devices and
Rad 1ological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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elgh Technology Inc.
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CORPORATE HEADQUARTERS
227 Route 33 East

Manalapan, NJ 07726
(201)446-2500 +800-223-1218
Telex 132819

Sept. 6, 1988

Robert Chissler

Food & Drug Admin.

Center fur Devices &
Radiological Heal th

Documen L. Mail Center (HFZ401)
8757 Georgia Ave.

Silver Spring MD 20910

Dear Mr. Chissler:

Enclosed 1is the information requested by the Office of Device
Evaluation concerning Ref: K874688 Product: Flowtron AC
200/2. As discussed with Dr. Blanckwell , we have excluded
the reference to our produ2't simulating natural muscle
contractions comparable to exercise.

If T may be of further assistance, please feel free to
contact me.

Sincerely yours,

| -
J1 ;JJC ""<> -,

Diane Distef o
Mk ting. AssL.

T —— e

tleigh
"lology

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Home Care Intermittent Compression

Huntleigh Technology. with over 15 years experience in
intermittent compression therapy.has now developed the
Flowtron HC. a system designed specifically for applica-
tion in the home environment. The system consists of a
r.ompact pump which intermittently inflates a garment
1fat is applied to the extremities. The pressure within the
rment is controlled by a dial set at a recommended
1el.The entire cycle time is preset at 90 seconds inflation
and 90 seconds deflation. By alternating the pressure,
blood flow is stimulated. resulting in improved circulation

and healing.

= Non-Invasive = Practicaland Simpleto Use
= Natural Action * [dealfor Home Use
Huntfeigh

,:.:2 Technology

T III:1227Route33East. Manalapan.NJ07726
Toll Free: 800-223-1218/In NJ (201) 446-2500

IMPROVING THE NATURAL FLOW

Intermittent compression assists
venous and lymphatic flow where
vascular problems exist. When
ampbulation is restricted or there
is injury tomuscle, lymph vessels,
or veins, fluid balance may be
impaired.

Huntleigh's compression systems
facilitate fluid movement by cre-
ating a pressure shift within the
tissues. During the inflation
phase of the system, excess fluid
is gently pushed out of the tissue
area and into the venous and lym-
phatic circulation. Once within
the circulation, this extra fluid
is more readily excreted by the
body's natural mechanisms or
functions.

Huntleigh Compression Systems

for non-invasive therapy in
vascular and lymphatic disorders. |O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 g O
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Adainistration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

JUNE 10, 1988

HUNTLEIGH TECHNOLOGY, INC. D.C. Number K874688
ATTN: J. JAMES BRITTON Received 06-09-88
227 ROUTE 33 EAST Product FLOWTRON AC200/2

MANALAPAN, NJ 07726

The addi tional information you have submitted has been received.

We will notify you when the processing of your submission has been
completed or if any additional information is required. You are required
to wait ninety (90)days after the received date shown above or until
receipt of a '"substantially equivalent” letter before placing the product
into commercial distribution. 1 suggest that you contact us if you have
not been notified iIn writing at the end of this ninety (90) day period
before you begin marketing you device. Written questions concerning the
status of your submission should be sent to:

Food and Drug Administration

Center for Devices and
Radiologi cal Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

IT you have procedural or policy questions, please contact the Division of
Small Manufacture rs Assistance at their toll-free number (800) 638-2041 or
me at (301) 427-8162

ncerely y w_m

— sler

Premarket Notification Coord inator

Office of Device Evaluation

Center for Devices and
Radiological Health

REG'D JUN 16 1988

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

CP/\
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CORPORATE HEADQUARTERS
227 Route 33 East
Manalapan, NJ07726
(201) 446-2500800-223-1218
),
June 6, 1988 Telex 132819 4
Food & Drug Administration ,{:‘
Center for Devices and Radiological Health #
Document Mail Center (HFZ-401) :;5:.
8757 Georgia Avenue oL
Silver Spring, MD 20910 7]
KA
Attention: Ms. Marie Schroeder %‘
REFERENCE : K874688 5
PRODUCT : Flowtron AC200/2 S
Dear Ms. Schroeder: *
b
Regarding our phone conversation this past week, I am o
supplying the additional information requested . 52
1. PRODUCT LITERATURE: Doy
I
The literature initia vy submitted is being withdrawn. ;:
This was used to market our products in the U.K. and -7‘
other European countries. I have re-submitted the :?
literature on the Flowtron HC which is our home care ;
version and the primary product that we wish to market.
Therefore, this application should be amended to
include the AC200HC.
The products are similar but the HC version does not ’
have a pressure gauge and the three prong ground plug .51..
has been eliminated . Please note reference to both I_.;'
products under specifications. Since all of our 4
pneumatic pumps are doubly insulated , there is no \‘7-5_':
compromise on electrical safety. [}“&5
The pressure on the HC model is set by adjusting the %
dial to the indicated numerical setting. £103
2. GARMENTS AND MATERIAL: %’ '
i
Enclosed 1is a letter dated March 1, 1988 which addresses ’»ﬁ{"
this question. There are four styles of garments as “
— indicated. oo
o 2 |
.Huntleigh
echnology C{)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O
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Marie Schroler

F.D.A. -2- June 6, 1988

3. CONNECTING HOSES:

The hoses to connect to the pump are made of PVC.

4 _ PRESSURE RANGE :
30 90 mrnHg.
5. COPY CHANGES:

From our last conversation, we have now eliminated the
references to specific indications. We will submit, at
a later date, documentation that we feel is sufficient
so that specific claims can be made. In the meantime,
the indication will read:

""Reduces lymphatic, venous and traumatic edema
in the extremities by enhancing natural biood
and lymphatic fluid flow."

6. CLEANING INSTRUCTIONS:

The cleaning instructions will read as follows. These
are silkscreened on the inside of each garment.

Cleaning

Do not dry clean. Do not iron. Handwash in lukewarm

water using normal detergent or soap powder. Take care
to leave the end of the tube out of water while washing.
When dry the appliance may be wiped over with antiseptic

lotion or cream.

Sterilization

Gas sterilization is suitable for these appliances. The
temperature should not exceed 125 degrees Farenheit (51

degrees centigrade).

I hope the above information is sufficient to complete the 510K
notification. If you do need any further clarification , please

contact me.

Sincerely yours,

o N
J mies Britton
E ,

tive Vice President

enc. Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

JJB/mes g}sg\



Fig 1,--

Use of inserts to increase
circumference of garment.

Vi oo st e e ez ) S it I

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1) Site the pump (Fig 1) on a suitable flat surface or hang on rail/armrest
as illustrated.

2) Connect to supply and switch on before connecting garments.
3) Both indicator lamps should illuminate (Fig 2).

4) Before fitting garment cover the limb with gauze or similar material to
prevent excesive perspiration.

5) Connect the garment or garments to the pump outlets (Fig 3), after
checking garment pull ring is inserted. When using one garment only,
ensure that the other air outlet on the pump k closed using the
stopper attached.

6) Shouldthe garment be connected incorrectly orfthereisaleak the
redlamp willremainilluminated (Fig4).

7) Adjust pressure control (Fig 5) to desired settlng as indicated by
pressure gauge (Fig 6).

8) Treatment should now commence for as long as required or is
convenient.

9) - IMPORTANT Before removing the garment release the pull ring or
&l the pump allowing deflation.

2018-1307; Released by CDRH on %{\-05;_2_01.8
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Flowtron Model AC 200/2

Power: 220-240V50Hz Cycle Time: Fully Automatic

110- 130V 60Hz (Total) 220-240V 3 mins

90 - 110V 50/60Hz 110- 130V 3.3 mins
Size: 26 X 12 X 10cm 90 - 110V (50HZz) 4 mins
Weight: 1.7Kg 90 - 110V (60Hz) 3.3 mins
Pressure Indicators: Powe_r on;
Range: 30 - 90mmHg low air pressure;

pressure gauge
Also incorporating multi-purpose stand/ hook and carry handle.

Fullleg Half leg (FuII ar)m (I—éazlfzda)rm
S120

A range of inflatable extension inserts (Fig 7) are available to increase
circumference of L101 (Half leg), L102 (Fullleg), 5120 (Fullarm)

and 5220 (Half arm). When ordering insert pieces, subsititute IP

for L or 5 prefix inorder code numbers.

TROUBLE SHOOTING GUIDE

If red lamp remains illuminated:

a) checkforloosegarment connecuon,.

b} ensure that garment pull ring is fully inserted;

c) if using one garment, ensure other pump outlet is plugged with the
stopper provided.

d) try replacement garment;

e} if no improvement, please return to your local service centre.

N.B. Please remember that the unit takes approximately 10 mins to
achieve normal running pressure. After this time the red lamp should be
extinguished. Momentary illumination during changeover may occur,
but does not indicate a fault.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Huntleigh

INTERMITTENT
COM.PRESSION SYSTEM

OPERATING INSTRUCTIONS
TREATMENT NOTES

HOME cang

COM’RESSION SYStem

The Natural Solution
toVenousand Lymphatic
Disorders

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“INTERMITIENT
COMPRESSIO N

SYSTEM

OPERATION

1) Site the pump (Fig 1lon a suitable flat surf ace

Connect to supply and switch on before connecting garments.

31 Indicator lamp should illuminate (Fig. 2t

Before fitting garment cover the limb with gauz e or similar material to
prevent excessive perspiration.

5) Connect the garment or garments to the pump outlets (Fig 31. after
checking garment pull ring is inserted. When using one garment only,

ensure that the other air outlet on the pump is closed using the
stopper attached.

6}, Adjust pressure control (Fig 5) to desired setting .

7) Treatment should now commence for as long as required or is
convenient.

8) .1IMPORTANT - Before remoif.'19 the garment release the pull ring or

disconnect from the pump alowing deflation

Use ol insens to increase
circumf erence of garment.

\. OFF 7/ 1 OFF
. 1
Fig7 [
ON
Ve ON "\
Fig2 Fig 3 Fig 4
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USER INSTRUCTIONS

U ser | nstr uctio ns
Check function of equipment and integrity of enclosure prior to each use.

No periodical preven tive tech nical maintenance isrequired . I n case of failure
contact your local dealer .

Pump Unit Cleaning Insruction
To clean pump unit, wipe with a damp cloth and a mild detergent.

Garment Cleaning Instru ction
Do not dry clean. Do not iron. Hand wash in lukewarm water using nor mal

detergent or soap powder. Take care to leave the end of the tube out of the
water while washing . When dry the appliance may be wiped over with

antiseptic lotion or cream.

Sterili$8tiOn

Gas sterilisation is suita bl e for these applia nces. The tempera tu re should not
cxcee<l 125°F {51°Cl.

Technical information concerning our products can be obtained from
Huntleigh Technology pie. or from your local distributor.

od>

USER MAINTENA NCE

1) Always switch off (Fig. 4) and unplug this unit immediately after usi
2l Do not use while bathing .

3) Do not place or store product where it can fall or be pulled into a tub
sink.

4) Do not place in or drop into water or other fluid .

5) Do not reach for a prod uct that has fallen into water. Unplug immedia H

WARNING

TO REDUCE THE RISK OF BURNS.
ELECTRDCUTION, FIREOR INJURY
TO OTHER PER SONS.

1) Use this unit only for its intended use as described in this manual.
) uct if it has a damaged cord or pl
21 Never operate this prod ug, if itis no

working properly, if it has beem 'dropped or damaged, or dropped intc
water. Return unit to service c=entre for examination and repair.

3) Keep the cord away from heated surf aces.
4) Never drop or insert any object into any opening or hose.

5) Do not use outdoors or operate where aerosol (spray) producrs are i
used or where oxygen is being ad ministered .

6) Possible explosion hazard if used in the presence of flammable
ana esth etics.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Huntlelgh Technology Inc.

LS At Wl AZR PR
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CORPORATE HEADQUARTERS
227 Route 33 East
Manalapan, NJ 07726
(201)446-2s00+800-223-1218
Telex 132819

March 1, 1988

Food & Drug Administration
Center for Devices and Radiological Health

Document Mail Center (HFZ-401)
8757 Georgia Ave.
Silver Spring, MD 20910

Attn: Mr. Robert I. Chissler
Premarket Notification Coordinator

Ref: K874688
Product: Flowtron AC200/2

Dear Mr. Chissler:

In reference to your letter dated February 3rd, and a telephone
conversation with Marie Schroeder, we are submitting the addi-

tional information requested.

fJ&i

-
r.2%

-

Cycle time - The cycle time "ON the Flowtron Air AC4 00

1.
is one minute on and one minute off, while the sub-
mitted product Flowtron AC200/2 is one minute forty-five
seconds on and one minute forty-five seconds off.

2. Garment Material Construction - Two types are used - the

outer layer is made from a polyuret hane nylon while the
inner is a two-way stretch woven material. Construction
is from the same material used in our previous S10K
submission K871271 - Flowpress Garments SQ301/302/320.

3. Standard - The pump AC200/2 is U.L. listed under their
UL544 for medical devices, and is doubly insulated plus

has a three prong hospital rade plug.

4. Claims - We are making claims for application in
chronic lymphatic and venous disorders to reduce edema
and improve circulation (similar to our application
K871271 and K850190). These conditions are manifested
by indications listed in the product literature.
Enclosed is selected literature for reference.

----------

Iunﬂagh
chnology Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2

I believe the foregoing supplies the information that you requested.

Should you require any additional i1nformation or clarification,

please contact me at 1-800-223-1218.

Very truly yours,

J BRITTON
E ive Vice President

JJB:cm

Enclosures

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Home Care Intermittent Compression

Flowtron HC, adevelopment from Huntleigh Technology
with over 15years experience inintermittent compression
therapy. has now designed a system specifically for appli-
cationinthe home environment. The system consists of a
compact pump which intermittently inflates a garment
that is applied to the extremities. The pressure withinthe
‘arment is controlled by a dial set at a recommended
.ever. The entire cycletime is preset at 90 seconds infla-
tion and 90 seconds deflation. By alternating the pres-
sure,blood flow is stimulated,resulting in Improved
circulation and healing.

HALF LEG

* NoplayasiNen » Practical and Simple to Use

3

* |Ideal for Home Use

Huntfelgh

$ Technology

——= 227 Route 33 East, Manalapan NJ07726
Toll Free: 800-223-1218."In N@#283}iéHE 250@ntact FDA/CDRH/OCE/DID at CDRH-FOISTAT

Improvingthe Natural Flow

Intermittentcompressionincreasesvenous
and lymphatic flow where vascular problems
exist. The process promotes better circulation
by simulating naturalmusGle contractions
comparable to walking or exercise.

When ambulation is restricted or there isinjury
to muscle,lymph vessels or veins, fluid balance
may be impaired. By imitating normal muscle
contractions, Huntleigh's compression systems
facilitate blood flow and gently force the
excess fluid from the tissues back intothe

vascular system. "f t
I1,C

Huntleigh Compression Systems
for non-invasive therapy in

MastWal.and wayphatic disorders.



Clinically Proven Effective
andSafe
Lymphedema

Damaged lymph nodes, caused by
surgical procedures and radiation
therapy following a radical mastec-
tomy,cause the limbsto be swollen,
heavy and painful.

Intensive use of the inflatable full

! sleeve, supplemented by the use of
made to measure elastic hosiery, will
provide welcome and lasting relief.

"External pneumatic compressionther-
apy can reduce significantly the girth
andvolume of a lymphedemotous
limb:'

“Intermittent Compression repre-

sents a safe,non-invasive, highly

effective.and inexpensive

method for treating edema

of the leg:?

Indicatio ns:

Reduces lymphatic, venous
and traumatic edema in

the extremities by enhancing
natural blood and lymphatic
4luin fInw.

?)K_\ Contraindications:

Known or suspected Dvr (deep vein
legclots)

Pulmonary edema

Congestive heartfailure

Active. untreated infection (cellulitis.

infected wound.etc.)
Any condition whereby on increase of

/BUOGRAPHY

fluid to the heart would be detrimental.

Vascular Insufficiency

If physical movement is restricted due
to age or injury, the body's venous cir-
culatory system becomes sluggish
which can result in blood pooling or
stasis. Itisalso possible for the valves
located within the veins to become
defective.leading to diminished
venous return. More notable ef -

fects of this valvular Insufficiency

are varicose ulcers ande

stasisulcers.

(4 /i)

We now recommend routine
use of intermittent compres-
sion of the calf ininstances
of popliteal and femoral
venous repair, particularly
when an interposition or
bypass graft has been
used.#?

Chronic leg ulcers bene -
fit from pneumatic inter..:
mittent compsion:

Specifications:

Model No. AC200HC
Power: 110-130V 60 Hz
Size: 6X 12X 10cm
Weight: 17Kg(3.751bs.)

Pressure Range: 30-90 mmHg

Cycle Time: Fully Automatic

90 seconds on-

90 seconds of f
Indicators: Poweron.Pressure dial
Also available: AC20012. Some

specifications as above but with a
pressure gouge and hospital grade plug.

DISTRIBUTED BY:

es. Jef fre-. Ph.D.;et al. "Selection of Patients wilh Lymphedemo Compression
-..0y+, The American Journal of Surgery.Vol. 133 (April 1978).433.
J <;;/ M.D.Ph.D. "Jnlermiltenl Compression in the Monogemenl ol Swollen
Le._....nd General Praclice:. PracfiliOner. 69. 1975.
Hobson I, Robert W.M.D.: el al. use of Jnlermlltenl Pneumatic Compression ol
the Coif iflfemoral Venous Reconstruction .Surgery,Gynecology & Obslelrics.
Vol. 159 (September 1984). 286.

Hozoriko .M.S..M.AM.S..F.R.C.S..FIC.S..ED. otat.."Chronic LegUIcers The Effectot
Pnc-Jmohc tntcrmittenl Compressior@uBiBiactiGuteta dtebDAE DRIFAEIRAD at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

POQ<:IS 189-192
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

MAY 25, 1988

HUNTLEIGH TECHNOLOGY, INC. Ref K874688

ATTN: J. JAMES BRITTON Product FLOWTRON AC200/2
227 ROUTE 33 EAST

MANALAPAN, NJ 07726

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. This information should be submitted in

duplicate to:

Food and Drug Administration

Center for Devices and
Radiolog ical Health

Document Mair l Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

Then your additional information is received by the Office of Device
.valuation the 90-day period will begin again.

IT after 30 days the requested information is not received, we will stop
reviewing your submission. 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) noti fication, a new number will be
assigned and the 90-day time period will begin again.

IT you have procedural or policy questions, please contact the Division of
Small Manufacturers Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162.

Premarket Notifi cation Coord inator

Office of Device Evaluation

Center for Devices and
Radiological Health

IRk

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Druq Adainistration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

MARCH 2, 1988

HUNTLEIGH TECHNOLOGY, INC. D.C. Number K874688
ATTN: J. JAMES BRITTON Recei ved 03-02-88
227 ROUTE 33 EAST Product FLOWTRON AC200/2

MANALAPAN, NJ 07726

The additional information you have submitted has been received.

We will notify you when the processing of your submission has. been
completed or 1T any additional information is required. You are required
to wait ninety (90) days after the received date shown above or until
receipt of a "substantially equivalent” letter before placing the product
into commercial distribution. | suggest that you contact us i1f you have
not been notified in writing at the end of this ninety (90)day period
before you begin marketing you device. Written questions concerning the
status of your submission should be sent to:

Food and Drug Administration

Center for Devices and
Radiologi cal Heal th

Office of Device Evaluation

Document Mai I Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

IT you have procedural or policy questions, please contact the Division of
Small Manufactur ers Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162

Robert I. Chissler

Premarket Noti fication Coordinator

OffFice of Device Evaluation

Center for Devices and
Radiological Heal th

)
9‘9/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Huntleigh Technology Inc.
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CORPORATE HEADOUARTERS )
207 Route 33 East '\l
Manalapan, NJ07726 7

(201) 446-2500 = 800-223-1218  }¥.
Telex 132819 i

A

March 1, 1988

Food & Drug Administration

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

8757 Georgia Ave.

Silver Spring, MD 20910

-

Attn: Mr. Robert I. Chissler
Premarket Notification Coordinator

Ref: K874688
Product: Flowtron AC200/2

Dear Mr. Chissler:

In reference to your letter dated February 3rd, and a telephone
conversation with Marie Schroeder, we are submitting the addi-

tional information requested.

1. Cycle time - The cycle time ON the Flowtron Air AC400
is one minute on and one minute off, while the sub-
mitted product Flowtron AC200/2 is one minute forty-five
seconds on and one minute forty-five seconds off.

2. Garment Material Construction - Two types are used - the
outer layer is made from a polyurethane nylon while the
inner is a two-way stretch woven material. Construction
is from the same material used in our previous 510K
submi ssion K871271 - Flowpress Garments SQJ01/302/320.

3. Standard - The pump AC200/2 is U.L. listed under their
UL544 for medical devices, and is doubly insulated plus
has a three prong hospital grade plug.

4. Claims - We are making claims for application in
chronic lymphatic and venous disorders to reduce edema
and improve circulation (similar to our application
K871271 and K850190). These conditions are manifested
by indications listed in the product literature.
Enclosed is selected 1literature for reference.

m W

HUMteigh 9"}
reChnOIOQy Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2

Ibelieve the foregoing supplies the information that you requested.
Should you require any additional information or clarification,
please contact me at 1-800-223-1218.

Very truly yours,

J BRITTON
E ive Vice President

JJIB:cm

Enclosures

)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18Ca
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DEPARTMENT OF HEALTH AND BUMAN SERVICES Public Health Service

Food and Drug Adainistration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

FEBRUARY 3, 1988

HUNTLEIGH TECHNOLOGY, INC. Ref K874688

"ATTN: J. JAMES BRITTON Product FLOWTRON AC200/2
227 ROUTE 33 EAST

MANALAPAN, NJ 07726

We are holding your above-referenced Premarket Notification (510(k)) for 30
days pending receipt of the additional iInformation that was requested by
the Office of Device Evaluation. This information should be submitted 1in

duplicate to:

Food and Drug Admini stration

Center for Devices and
Radiologi cal Health

Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

hen your additional information i1s received by the Office of Device
valuati on the 90-day period will begin again.

IT after 30 days the requested information is not received, we will stop
reviewing your submission. 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) noti fication, a new number will be
assigned and the 90-day time period will begin again.

IT you have procedural or policy questions, please contact the Division of
Small Manufacture rs Assi stance at their toll-free number (800) 638-2041 or

me at (301) 427-8162.

Robert 1. Chissler

Premarket Notification Coord inator

Office of Device Evaluation

Center for Devices and
Radiologi cal Health

[ R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 9‘(} )
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DEPARTMENT OF HEALTH AND BUMAN SERVICES PublicHealth Service

Food and Drug Administration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

NOVEMBER 24, 1987

HUNTLEIGH TECHNOLOGY, INC. D.C. Number K874688
ATTN: J. JAMES BRITTON Recei ved 11-13-87
227 ROUTE 33 EAST P roduct FLOWTRON AC200/2

MANALAPAN, NJ 07726

The Premarket Noti fication you have submitted as requi red under Section
510(k) of the Federal Food, Drug and Cosmetic Act for the above referenced
device has been received and assigned a unique document control number
(DLC. Number above). Please cite this D.C. Number i1n any future
correspondence that relates to this submission.

We will notify you when the processing of this submission has been
completed or 1T any additional information is required. Youare required
to wai t ninety (90) days after the received date shown above or until
receipt of a "substantially equivalent™ letter before placing the product
into commercial distribution. 1 suggest that you contact us if you have
not been notified In writing at the end of this ninety (90) day period
before you begin marketing your device. Written questions concerning the
status of your submission should be sent to:

Food and Drug Admini stration

Center for Devices and
Radiologi cal Heal th Off

ice of Device Evaluation

Document Mai I Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

IT you have procedural or policy questions, please contact the Division of

rsngag{ !\@bLiSaﬁEL}[gfgz@ssistance at their toll-free number (800) 638-2041 or
|

Robert I. Chissler )
Premarket Noti fication Coordi nator

Office of Device Evaluation
Center for Devices and
Radiological Health

HEC'DIOV 271987

ard

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix B. Preliminary Device Labels

IX
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix B:
PRELIMINARY LABELING FOR THE VASO PRESS SYSTEM

LABELING FOR THE CONTROLLER

Controller Faceplate Label

VASO PRESS

Intermittent Compression

BRIIT
Medical Products 50 mmHg
ON OFF
30 mmHg 80 mmHg
Low High
Controller Rear Label
BRITT MEDICAL PRODUCTS Caution: Do not use inthe presence of
A DMSION OFBRITT CORP flammable anesthetics.
INTERMI'I'TENT COMPRESSION SYSTEM UL AIRPUMP UL LIS1ED 3G40
CONTROLLER Model Number VP 100 SPECIFICATIONS: IIOV/60 Hz

MADEIN TAIWAN

LABELING FOR 1HE SHIPPING CARTON

VASOPRESS

INTERMITTENT COMPRESSION SYSTEMS

VASO PRESS CONTROLLER

RE ORDER NUMBER: VP 100
BRIIT MEDICAL PRODUCTS
ADMSION OFBRITT CORP
45 EAST MAIN STREET FREEHOLD NJ 07728
TEL# (732) 863-1400 Fax # (732) 863-1603

A
99
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LABELING FOR THE SLEEVE
(representative sample)

LABELINGFORTHEHALFLEGSLEEVE

VASOPRESS

INTERMITIENT COMPRESSION SYSTEMS

HALFLEG

RE ORDER NUMBER: VP 101

BRITT MEDICAL PRODUCTS
45 EAST MAIN STREET SUITE 204
FREEHOLD, NJ 07728
TEL# (732) 863-1400, FAX# (732) 863-1603

MADE IN USA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix C:

Preliminary Operating Instructions: Vaso Press Intermittent Compression System

Description and Operating Principle- VVaso Press isan intermittent pneumatic compression
system for the treatment and management of venous and lymphatic disorder. By compressing
the extremity increased venous and lymphatic flow is encouraged.

The system consists of an air controller (pump) and soft pliable compression sleeves. The
controller supplies compression on a pre settiming cycle (90 seconds on followed by 90
seconds of deflation) which isintermittent at a selected pressure setting. The compression in
the sleeves istransferred to the applied extremity encouraging the transfer of extra cellular
fluids into the bodies natural drainage system (the venous and lymphatic system).

The Vaso Press System may be used on and by patients who suffer from lymphedema,
radiation therapy or chemotherapy, venous edema following trauma or surgery, or venous
leg ulcers.

Caution: Federal (USA) law restricts this device to sale by or on the order of a
physician or other licensed practitioner.

System SetUpand Operating Instructions- The VVase Press Systemisvery easyto setup.

Thefollowing steps should be followed:

1. Pleaseread this instruction manual initsentirety before setting up.

2. Oncethe controller and sleeves have been removed formtheir packaging, plug the
controllerintoanelectrical outlet. Do Not SwitchOn.

3. Position the controller onany flat surface.

4. Connect the sleeve(s) to the controller outlet(s) by pushing the tubing onto the air outlet.
Ifonlyonesleeveisused, plugtheunusedairoutlet.

5. Placethesleeveoverandaroundyourlegorarmandcompletelyzipup.Positionthe
sleeve so it is comfortable and covers your leg or arm.

6. Itishelpfultokeepyourarmorlegbeingtreatedelevatedwhiletreatmentistaking
place.

7. 'You may sitor lie down as the treatment is being conducted.

Check to see that the adjustable pressure control is at the recommended setting.

9. Relax and tum the controller on. A green light will illuminate letting you know that the
power is on. Itwill take several cycles before the recommended treatment pressure is
attained.

10. When the recommended treatment time has been completed tum off the controller and
disconnect the tubing from the controller to deflate the sleeve.

©

Suggestions:

Ensuretherearenokinksinthetubing

Treatment pressure should never be changed without the direct order of a physician.
Ensure that the zipper isfully secure (zipped completely).

/bO

o
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Never apply or remove the sleeves while inflated as this may cause damage to the sleeve.

Contraindications for use: The use of the VVaso Press is not recommended in the following
conditions-
e Inthe presence of any pain or numbness
= Severearteriosclerosis or other ischemic vascular disease
e Massiveedemaofthelegsorarmsduetocongestiveheartfailure
e Extreme deformity of the limbs
< Known orsuspected deep vein thrombophlebitis
Any local condition inwhich the sleeveswould interfere:
e Gangrene
e Dermatitis
e Untreated or infected wounds
e Recent skingrafts

Recommended Treatment Guidelines

Intermittent Pneumatic Compression (External Pneumatic Compression) is designed to aid
inthe treatment and management of impaired venous and lymphatic fluid flow. The gentle
compression of each cycle enhances the movement of extra cellular fluid from the tissues
back inthe venous and lymphatic circulation. The extra fluid isthen removed by the bodies

own natural mechanism.

Following areview of current literature, arecommended treatment protocol has been
established. In all cases the recommendations are guidelines and are not a substitute for
clinical judgment and experience.

TREATMENT PROTOCOLS

CONDITION PRESSURE* DURATION FREQUENCY
EDEMA
Dependent 40 mmHy 1-2 hours twice/day
Traumatic 40 mmHg 30min. - 1hour twice/day
Lymphedema:
Mild 40-50 mmHg 1-2 hours twice/day
Moderate-Severe  50-60 mmHy 1-2hours 2-4times/day
Venous (post 50 mmHy 30min- Lhour twice/day
phlebitic

syndrome, venous
insufficiency)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Venous Stasis 50mmhg 30min- Lhour twice/day
Ulcers

*When using agradient compression sleeve set the distal pressure to the recommended
pressure setting. Therewillbeanautomatic pressure drop oncethedistal pressureisset.

Whenusingthe VVasaPressforwoundhealing, itisrecommended thatacleancotton
stockinet be placed over the wound dressings before placing the limb inthe VVaso Press
Sleeve. Since intermittent compression is an adjunctive therapy it canbe used with other
prescribed modalities for the treatment of venous ulcers or lymphedema.

Cleaning Instructions

The outside case is made from ABS plastic and should be cleaned using a damp cloth and
mild detergent.

Cleaning solutions containing hypocarbonate and phenol bases should never be used
as they will cause the plastic to deteriorate.

The sleeve may be washed in luke warm water using a mild detergent.

Care must be taken not to submerge the tubing in water

Do not dry clean

Do not iron

Do not autoclave

Warranty and Service

Britt Medical Products are warranted against defects in materials and workmanship under

normal use and operation. Warranties are exclusive and are in lieu of all other warranties

(whether written, oral orimplied).

PUMP UNITS:

1. The pump will be either repaired or replaced free of charge where defects in materials
and/or workmanship are evident at the time of delivery.

2. Alllaborand partswillbe provided free of charge fromthe date ofdeliveryforaperiod
of 12months, provided the equipment is returned prepaid to an authorized center.

SLEEVES:
The warranty period for defects in material or workmanship is 3 months

SERVICE: Any product not covered by warranty will be serviced on request. The necessary
parts, labor and shipping charges will be billed according to our latest service policy.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ! }/u
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Service isavailable for all Britt products at authorized service centers. Contact our office
(732) 863-1400 for service information.

ORDERING INFORMATION

VP 100 Intermittent Compression Pump
SLEEVES FOR THE VASO PRESS CONTROLLER

SINGLE CHAMBER SEGMENTAL GRADIENT

VP 101Half Leg Sleeve VP 201 Seg. Half Leg Sleeve VP 301 Gradient Half Leg
VP 102 Full Leg Sleeve VP 202 Seg. Full Leg Sleeve VP 302 Gradient Full Leg
VP 120 Full Arm Sleeve VP 220 Seg. Full Arm Sleeve VP 320 Gradient Full Arm

*SLEEVE SIZES FOR SINGLE CHAMBER AND SEGMENTAL

Dimensions Inserts
DescriRtion Single Segment. Gradiet L w F H S A B
HalfLeg VP 101VS201 VP301 1975 23 125 - 6 35
FullLeg VP 102VS202 VP302 30 265 125 - 7 35
FullArm VP 120 VS220 VP320 2 145 25 5 2

*Qther sizes may be ordered on a special order basis. Please call (732) 863-1400 with
the dimensions required. Allow three to four weeks for delivery.

SPECFICATIONS
Technical Specifications for the VP 100 Controller

Size: 101/4"L,4 1/2"W, 33/4"H

CycleTime: 3minutes (90secondson, 90seconds oft)
Pressure Range: 30-80 mmHg

Power: 110-130Volts, 60Hz

Weight: 3.5 Ib.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix D: (FrontPage)
Preliminary Catalog Sheet

Vaso Press Intermittent Compression System

(Photograph of the Pump and System in Use)

— L
Versatility in Compression Therapy!

lymphedemaorvenousulcers.

One pump for Uniform Compression, Segmental or Gradient Segmental
Compression. The Vaso Press from Britt Medical Products Now offers aunique System
thatwill maximize inventory investmentand offer flexibility foryour patients suffering from

e OnePump for Uniform, p.talor- ompression

e Portable, Light Weight, Quiet and Easy to Use

e Promotes Lymphatic and VVenous Flow

e Gentle Compression Enhancesthe Movement of Extracellular Fluid

< Enhances Patient Compliance due to Simplicity and User Friendly Controls
» Promotes Increased Circulation by Simulating Natural Muscle Contractions

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
BRITT MEDICAL PRODUCTS

45 EAST MAIN STREET-FREEHOLD, NJ 07728
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(Back Page)

VASO PRESS FROM BRITT MEDICAL PRODUCTS
e Single Pump will operate auniform or segmented gradient sleeve
« Single Pressure Control for Ease of Operation
e Reduces Swellingand Enhances Wound Healing
e SoftandPliable Comfortable Compression Sleeves

e llluminated On/Off Switch
« Safe Non-Invasive Modality

(Closein Shotofthe Pump)

Technical Specifications- Pump

Size: 101/4"L,4 1/2"W, 3%"H

Cycle Time: 3min. (90sec.on/90sec. off)
Pressure Range: 30-80 mmHg

Power: 110-130Volts, 60 Hz

Weight: 3.51b.

Suggested Use:

Treatment of chronicvenous insufficiency,
including venous ulcers and edema
Lymphedema, primary and secondary

(BrittMed. Prod. Logo)

(Photographs of Sleeves)

(VP 101)

(VP 202)

(VP 320)
Ordering Information:
VP 100Intermittent Compression Pump V-
VP 101Half Leg Sleeve
VP 102 Full Leg Sleeve
VP 120 Full Arm Sleeve
VP 201 Segmental HalfLeg Sleeve
VP 202 Segmental Full Leg Sleeve
VP 220 Segmental Full Arm Sleeve
VP301GradientSegmental HalfLeg
VP 302Gradient Segmental Full Leg
VP 320 Gradient Segmental Full Arm

Contraindications:

Suspected existing deep vein thrombosis
Pulmonary edema from congestive heart
failure.

Any local condition inwhich sleeveswould
interfere with treatment, such as recent skin
graft organgrene.

Distributed By:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 gﬂ
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Appendix F. Performance Testing Data
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Protocol for Pressure Measurement
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Technology Review

August 1993

LyInlJlledellla Pulllps:
Pneulllatic Conllressioll
Devices

S. Steven Hotta, M.O.,Ph.D. and Thomas V.Holohan. M.D.

Lymphcdema is a swd ling of soft tissues. especially in the limbs. dt1L-to the localil.ct.l
incrl:tSC in thl' q11;111tity or lymph that results frolll -m illlpairllICJ1I tIr e 111 ClesiranCl
by the.: lymphatic syslcm and/or from <1 cxccssi\'e production O lymph c:1uscd by
obstruct ion of the velwus vessels. Pneumatic compression lkvices \Were de\'elopLd to :1id
in the JIlObilization of lymph foi lhe ext remity. 10avoid Ille [JH>rhid consl'qUenCI'S O
uncontrolled lymphetlema. Thesedeviceshave \-aried d esigns. :111dall;:1ppc;1r10he
cffective 10 some extent whorl used in conjunction wilh an clention of inL-limh. manual
m:issagc. ;111d an cbstic "sleeve" orbant.lagc. ThisreviL\\"L'\;111linc.:sdat;1 on the relative
effectiveness of single-chambered pneumatic dc:,-ices vs. 111111tid1;1111ht:red devices. with or
without pressurl'c:tlihr:1tions.

Background

P:1t hophysiologically . the liidaccum ulating inlymphedem; 1 reprL'SI'lll.an ;1hnorrnal
colkction of proteins. w;11aand solute in the interstitial tis...ucs. The st;1gl1;1tinll or this
protein-rich lymph m:iy encourage infection <llldresultininllarnm: 11111)' reactions. Fibrosis
and cxccssive formation of connective tissues rcpresent funher scrious consl'quences that
m:iy present as elephantiasis or sclcrodermatous changes. The extent to which the

Ife-a/111 frc/1110/0,y Ifrl -irl 1-s in:hriefev;1Tualions orhcahh 1cdrnologics pn:parcd hy 1 he Olfocorl-le.:: 1hh
Technolo_;;y Assess11lelll. Agency for He;1hh Can: Policy muRccarch cOJ TVA11("J>RIor 1he I'uhlic
Hc;1hh Slrvice. lc,-1e\\"S m:1y he composed in lieu ora 1ed111ology ;I';sc"menr bel™;11SI'": 1he medi,al or
scilnrilil-1Jucslions arc li111iled and do 1101 w;1rr 1111 lhe rISt>tirces 1"<:4111red ™" ;1 full asscso;111cnl: 1he a\"a1l:1hlc
I\-1d. necislilllild ind 1he pliblished medie;1J orscicnliliclil ‘ralurcisinsulfo.:icnl in qu;1 111y or JU:11>11ly for
anu _sslilelll: orthe lillle f--;m1.: av;111:1ble pr.:cludes uliliz;11111n of 1he 1°1111. fon11al ;1'¢''111,111 pro.:css. This
rcpon has heen prepared in response ro a rCLIUCSI from lhe Health CtreFill;1111n;: Add1111n1,1ralj,>11 (HCF\).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

n T,

o A

AT Ao

L iagh o2 Fiaksy

swelling has progn:ssed toward thcs.: btter
st:1ges inlluenccs the effectiveness of the
tre:1tment of patients with lymphedema.
For example, Jymphcdenm followi ng
radic<tl mastectomy <ind/or r<1diation ther:1py
may respond rc:idily to the appl i<::1tion of
external pressu res. when:as the response to
the same treatment may he limited if the
condition has progressed to the stage of
fibrotic changes. Fu nhermorc, the
treat:1bility of the lymphedema may also
depend on the etiology of the condition-
that is. whether the J ympheuema. is the
result of a congenital absence of -or
abnormal ities in the lymphatic system or is
secondary to an identifiable c:luse such as
tr:nllna. surgery. radiation therapy.
infection. or malignancy.

Early treatment for Jym phedema
consisted of the elevation of the limh and
man u:tl massage to encour:lge dr:ii nage of
lymph from the limbs. El 1stie bandages
and sleeves aided drainage and were
somewhat effective in preventi ng the
accumulation of lymph.1-3 Among the
early compression devices used to facilitate
the mobilization of lluid from the limbs
was one type that consisted of a single
i nflatable chamber that :1pplicd relat ively
uniform pressure to the whole limb. The
development of mu llichambered devices
allowed the sequential application of
pressure from the distal to proxi mal
direction. This "milking" of the extremity
was thought to be more effective in
removing the lymph from the cxtn:mity.
The latest mod ification to these pneumatic
compression devices w:1s the incorporation
of a control mechanism to permit the
delivery of calibrated pressure gradients
with a multichambered device.

All pneu matic compression devices
appear to be effective in patients with
treatable lymphedema, the magnitude of
such effects depending in part on the tissue
changes that may hinder the drainage of
lymph and thus the red uction of the
swelling. The successful treatment of
patients with lymphedema may require the
use of elastic bandages or sleeves between
treatments with these devices.
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Published Literature ,,,..,,...,c .,

A computer search of the Med line data
base (J966- 1992) found 38 references that
were relevant to the treatment of
lymphedema with | ymphedema pumps or
pneu matic compression devices. Nine of
these references presented data on the
effects of the varous pumps in the
treatment of series of p:1tienls, each study
including patients with lymphedema Or
varied etiology (Table 1). One study
compared the effects of three different
treat ment modes: manual m:1ssage. singk-
chambered device. <ind mu lticharnbercd
(uncal ibrnted) compression device. Seven
of the nine refcrcnces reported data
showing the extent of red uction in the
volume of excess edema lluid (Jiffcrencc in
measu rements between the edematous limb
and the normal, control limb) with
t rcntment. and the remai ning two reported
volume or 11)easurement changes with
treatment only in the edematous extremity.
The selection criteria for putients to be
treated varied from study to study. and even
within a study the characteristics of the
Jymphedema were not defined, so the
treatability of the Jymphedema may have
varied from patient to patient. With two
exceptions, the studies reponed data only
on the effect of a single, short-tenn
application of the device on the red uction
of lymphedma.

Z:rnolla et al.i compared three different
protocols for treating Jymphedema in 60
patients who had had radical mastectomies.
Each group consisted of 20 women. Group
I received intermittent pressure treatment
with a single-chambered compression
device for 6 hours per day for | week.
Group 2 was treated with cyclical
sequential pressure application via a
multi chambered device for 6 hours per day
for I week. Group 3 received manual
massage for | hour 3 days per week for |
month. After the treatments, all patients
wore elastic sleeves during the day and
were given 60 mg of benzopyrone
(purported macrophage activator) every
day. The difference between the
circumference of the edematous arm at the
maxi mum edema point and that of the
nonnal arm was determined before therapy,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table 1. Treatment of lymphedema

Reduction of

Reference N Etiology (N)  Device Protocol lymphedema
zanolla 20 Mastectomy None Manual massage, 18%
(1984) 1 h 3/d/wk for
I mo
20 Mastectomy I -Chamber 6 hid x 7 21%
20 Mastectomy Mulli- 6h/idx7 21%
chamber
Swedborg® 54 Mastectomy I -Chamber 6 h/d x 2 wk 17.7%
(1984)
Bcnelli® 6S Mastectomy | -Cham ber (i h/d
(1991) 2 mo 16.5%
6 mo 18.9%
Raines? 17 Mastectomy I-Chambcr 24 h (alternate 4h  25% (11 arms)
(1977) Hysterectomy on md 30 min 45% (6 legs)
Radiation off)
Sepsis
Richmand 8 24 Primaz (9) Mu hi- Intermiuent 25-45%(7 arms)
(1985) (16F.  Secon ary chamber sequential 36-47% (18
SM Radiation pressure for 24 h  legs)
Malignancy
Infection
Mastectomy
Zcl ikovski® 20 Mastectomy Multi- Yi-6h/d x 2 21 .8%
(1985) (17F,  Idiopathic ch;uilber
JM)
Yamazaki 1 26 Mastectomy Multi- 40-60 min/d 14/26:
(1988) chambcr or every other Sicnific<int
d;iy for I:'imo reauct ion
7/26: no ch;inge
5/26: worsen
_ 15 Mastectomy Multi- 38 h. 49.4%
s? ingl| chamber with ~ 48h tre<itment
cal ibrated protocol
pressure
gradient
Klein 1:1 (1988) 73 Idiopathic(30) Mualti- 38 h.48 h Signi
ficant (56F, Surgery(25) chamber with treat ment
decrease ] )
™) Congenital (8) -calibrated protocol in circumference

Trauma (1)

pressure

Pregnancy(2) gr:idient

Misc (2)

of edematous
limbs

at the end of the therapy, and 3 months after
therapy. Patients in all protocols showed

significant red uctions in lymphedema
i mmediately after therapy, with little

difference in the effectiveness of the three
modes of therapy. The average reduction in
the difference between the edematous and

control limbs im med iately after conclusion

of the therapy was 21% in the women
treated with the single-chambered device
(group 1).21% in the women treated with

m
-

the sequential compression device (group 2).
and 18% in the women treated by manual
massage (group 3). Measu rements taken
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I month elh:r 1hi.: ccssal ion of Ihc thi.:rapy
si.:ssions showed that the edema fluid
appeared to have n;accumu lated only in the
women trcatc<.l with the si.:qucntial
compression <.levicc (percenl reouctions of
the lymphedcma were 21%. 5%. and 2Yk
at 3monlhs in groups 1.2, and 3.

respect i vely).

Supporting evidcnci.: forthe effi:ctivencss
of a sin!.!le-chamhi:rcd com pression di:vici.:
was ohi.:rvi.:d mother studies. Swcdhnrg.5
round that the applic:llion or this device for
6 hours cvi.:ry day for 2 weeks (2 days off
in the middk) rcdul'l:d the lymphi:dcma hy
:inaverage of 17.7'kin 5-J post111:1stL-ctomy
patients. Ikrh;llictal"treated M
posllllasicctorny palicllls with lyrnphi:di rna
for 6 hours every Iby and found that thi:
cdi:rna was n.:duccd. on the :1veragc. hy
aho11116.S'b at2 monthsand ahoul 1X.9k
al 6 months. Individual responses varied
greatly such that ahoul one hal f orthe
patientsshowcd ri:dm:tions of cd i:ma
grc:1tcrthan 25%. ahout 5% had a
worsening oredema. and the remainder had
areduction of less th;in 25'J11. In astudy of
17patients with Jymphedema of v;irious
etiologies, Raines ctal” found that
intermittent pnculmaZlic compression
trc:1dment for a 24-hour period resulted in
the reduction of lymphcdcma hy ahoul 25'7r
in the arms of 11 patients and hy ahmll 45'ii-
in the legs of 6 patients.

Thi: trcalmenl of lymphedema by the
applic:11ion of pressure sequentially from
th.: distal to proximal direction with a
multichambered device. without calibrated
pressu re gradients. also showed similar
\'aricd rizsults. Richmancl ctalstrearcd 24
lymphcdcmapatients (16 rcnwh:s<llld 8
males) with intcnnittent sequential pressure
application for 24 hours and found that the
treatment reduced the edema by 25%-45%
in rhe si:ven u pper limbs and by 36<k-...J 7%
i11the 18 lower limbs. Zelikovski cl aJ®
reported that the 1n:atmel11tof 20 p;11liellts
over 1 2-day period resulted in in 1vcrage
ri:tluction in edema of 2 1.8%, but observed
that the indivi<.lual responses varied from
0%-63%. Yamazaki el al 1°applied
sequential pressure for 40-60 minutes every
day or every other day to the edematous
arm of 26 post masiectomy patients. They
reported that 14 of the p:.nients showed a

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018
B s PRI AP, "“\a‘a&mn'\" PR e X TN

ERNEP S Rl

si_: nificanl reduction in lymphcdcm;1 after
15monthsof 1re:11ment.7showed no
change.and 5continued to ;1c..c..unrml:uc
edemafluid.

A Jllulticharnhcred device with a
c..alihr;111:d pressure gradient was used by
Kirn-Sin!! and Basco'!and Klein ct al.*?
Kim-Sing ind Basrn'! reported that the
tri:11rnent of 15 post rnastcc10111y patients
with intcrmitlent t:alibrated pressu re
gradient applicaliPIl i"or 48 hours resulted in
the rcduc.:Lion OF lymphcdcma hy an average
of 49.4%. with individual responses
varying from 13%-68.7'/(,, Klein ct 112
tn:ati:d 73 patients with | ower extremity
I'y mphcdema si mi larly for 48 hours and
reported only the c.:hangi:s in
cirrnmferenc..cs 01: 1he treated limbs before
and d"ti:r the treatment. Although Klein ct
alt2 noted that these reductions in
c.in.;:umkn;nces at live levels of the treated
limh wi:ri: signific:111t. comparativi:
measurements of the norrn:d. control
ex1rcmity were not m:idc, thus cakulation
of the absolute reduction of lymphcdcma
w;isnot possible.

Discussion

The treatment of lymphcdema by the
application of external pressure to tht!
extremity by manual massage, elastic
sleeve orwrnpping.13.1_ immersionin
liquid tanks.1° or pneumat ic compression
devices appi:ars lo bi: relatively effcclive.
Whether any mo<le of pressure application
is mori: or less effective in pushing 1hc
lymph out of the limb probably is
dependent on a num ber of factors.
including whether lymphatic channels or
the venous vessels arc obstructed. Thus
manual massage with elevation of the limb
and use of elastic sleeves or wrappings may
suffice to control the lymphedema in mild
or early cases. while more severe or
longslanding lymphedcma may benefit
from the use of external pressu re devices.

According to the .studies reported in the
literature, all modes of external pressure
application effectively reduce lymphcdema
in most p:uients. Since none of the studies
specified uniform criteria for the selection
of patientsorthe ch<.iraclerislics ofthe
lymphedema, comparison of the relative

1k
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effectiveness of the various modes of
external pressure therapies cannot be
meaningfully done. Even in the case of
postmastectomy patients, who may
represent the most treaiable group of
patients, no artempt to define or control for
uniformity in the severity, duration, or
complexity (e.g.. fibrotie changes) of the
lym phedema among the patients was
evident. In view of these uncenainties, one
can only conclude from the data in the
lilcralurcth:llmanual massage, pressure
applied with a single-cham bered pneu matic
device. and sequential pressure applied
with a mu Itichambered device, with or
without a calibrated pressure gradient. all
;.ire effcctive to somedegree in ri.:ducing
lymphedcma il.i some patients.

Muhichambcred devices which were
developed for the i ntermittent application
of pressure sequenti:illy from the distal to
proximal direction in an attempt to effect
rhe mobilization of the lymph by a
"milking" action, may be more effective
than single-chambered devices in selected
patients. However, which patients these are
cannot be determined from the published
i nformation. The published studies have
only demonstrated that the reductions of
lymphedcma i;1 some p;itients treatd with
the mu Itichambercd devices appear to be
similar to those obt;iined with the use of a
single-chambered device and with manual
m;issagc.

A multichambered device \vith a
mechanism to apply 1 calibrated pressure
gradient that automatically adjusts the
pressures to limb conditions was developed
with the hope that this controlled pressure
application would be more effective in the
mobilization of the lymph. From the two
studies that reported the rcsuhs of usin!! this
device in patients. the advantages of -
applying ealibratcd pressure gradients are
not apparent. Allhough the patients treated
by Kim-Sing and Basco ! appeared to have
agrealer average reduclion in lymphedema,
the responses appear to be comparable with
those observed with the use of other modes
of therapy. The number of patients in their
study was small and the individual
responses of their patients varied over o
wide range, which was similar to that
reponcd for other modes of therapy. In the

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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other study. 2 the reponed results indicaled
that the device decreased the
circumferences of the treated limbs, but the
significance of these changes arc unk nown
because the aulhorsdid nol rcpon
comparative measurenll.:nts of the normal
limbs.

The selcction t)f patic111s who had faikJ :
to respond to one or anolher mode or
therapy and the finding 1hat some of these
paticms responded to the treatment under
study would suggest that whether the
lym phcdema might be successfully treated
hy one or another mode of therapy m:1ly
depend on the individu;1l patient. Itis
conceiY;1blc lhatmusr 11ncomplic:.11lcd
lym pheJcma could be treated salisfaclorily
by any of 1lhe extcrn;il pressuri.: modes of
therapy. while others may ri.:spond more
favorably to one or another therapy.
Lymphcdcma difficult to control by one
mode of therapy may benefit by the use of
another. Dala that might be u.seful for the
selection of the best cand idates for
treatment by a given mode of therapy arc
lacking at thistime. Tl1cse studies-did not
address i mportant questions concerning the
effccti,enessofthese pncumati<.:
compression devit:"cs t)\'er the long-lenn
and the most approprialc frequent:"y and
duration of use of Ihcsi.: Jevices.

Pneurn;1lic compression pumps were
appro\-ed for marketing by the Food and
Drug Adminislration (FDA) as devices Ihat
were suhstanliallyequivalenttosimilar
devices marketed prior 10the 1976 Medical
Devices Amend ments to the Federal Food,
Drug anJ Cosmetic Act. The possible
uniqueness or superiority of one pump vs.
anol her was not a consiJer:1tion for 1hesc
appro, als by the FDA. Tlle National
Institult'Sof He:1lth hasagreed wilh our
findings that. ahhough these pneum:itic
compression devices appear to be useful in
The treatment or ly mphcdema. there isa
lack of data to determine whether one
device is more eflicacious than another or
to ascenain the best protocol for their use.

Patiems have been reimbursed for the
purchase md use of t hese pneumatic
cornpr<?ssion dcvi<.:es. Theavcra!.!callowed
charge for pun.:hase by i\kd icar in 1991
were S198.15 forsingk-dlarnbcred

@\)&CK



Records processed under FOIA Request # 2018-1307; Released by CDRH on 04-05-2018

I ymphedema pumps. $535.01 for

mu hichambcred devices, and $1,437.39 for
multicha mbered devices with calibrated
pressure gradients. In 1991, Medicare
patients purchased 8.299 single-chambered
devices at a total cost of $1,644,448; 1,329
mu Itichambered devices at a lotal cost of
$711,030; und 9,989 mu Iticham bered
devices with calibrated pressure grndicnts
at a total cost of $14,358;0)4.

SUMMAIY ey e

Lym phcdema is the abnormal
accumu lation of lymph in the interst itial
lissues that is usu:illy the resu It of
impairment of the normal clearance by the
lymphatic system caused by therapy or
disease. The applicat ion of external
pressu re represents a reasonable and
successful method for the mobil ization of
I ymph from the 1ffected limb in some
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patients. Pneumatic compression devices
consisting of a single inflatable chamber or
multi ple chambers have been developed
and used in the successful reduction of
lymph_edema. M ultichambered devices
allow the application of pressure
sequeniially, sturting from the dist:il
chamber and progressi ng prox imally,
theoretical Iy encouraging an effecti ve,

u nidirectional flow of lymph out of the
limb.

All pneu matic compression devices
appear to be similarly effective in the
treatment of lymphedema. Since the
patients selected varied from study to study
and the characteristics of the | ymphedema
among the patients were not defined,
neither the criteria for the selection of
patients to be treated with one or another
device nor the difference in effecti veness of
the devices could be ascertai ned.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix H. UL Listing Document

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2\CnlCE UF 1\L'TtJORJLA"TION ro APPLy THE UL M ARK

Noflhbrook ()fflc:t".

<:11re Supply America.Jn, 01:tober 29. 1977
M. 'T:m MeCa.rly

PO Be;.; 66007

217()Sol1th 7h Drive

West De ) foinei, low:1 0)65

Qur Reference:
bubjecs:

Dear Mr. I\t:1'11 ty

We b.:ive eompkted uur 11gintt":1-i11 irweti atinn 1Jnde; tht: above. projct number and finJ th<; prod1 ..:t cnmp'ie!;
with the ;_plicablc re41.1nemrrm!s.

1hir, krtiir iernpOr:1ri /7 Hippl(rrwnt thr, I1L follow-Up *)rvi<:1' 111spr.rt11jn Pro(;edure and :.er-1: J<, ;<Jthnt t"4tion k)
AprelY till t’ L Md C'"1.IL Lis".ini.l 1Tlarl<' to thr hove pr.-1,foc1s con mined -1 'lr.:Scrihed belO\li.

fdent1(::1Jwt ht wrj.:ct models v.ttlch werr ;.ubmirtcd ro LiL forthisinvesriga1+on. Lh: UL J'-corJs covnlng
the pw.Juct will be in Ihr Follow.Up Scrvite) InspL!ctiw1Pro™edure, file E1'.17264, V., 1Jurnc .

To pravidt: tT.C rna nuftii:ti.irer wirh the inltfJdtd fitJthort tion 10\.1SC' th )L Mark. lhe flddr"\ e.;:n US". 'icrtd 3 - 1Pi 0T
ithi'NocIce ""d all attliched moiieria( to .;ach mam1faclu.ring locuion.

This Uthijirization i> -ffoctive for 90 days only fttim the r!ai of rhis Nurice. Recurth c_i ring LLhe P' :J(fu ¢ arc 11ou.
htiinf: pr.pMed <1tid will bf -1enr to ) Ou in the near fil lnre.

Pli: 1>t note- Within C.\macfa. theri: are kdt>ral a.1U iou/ tatl.lres nd 1 ulallonreq11idn the us ot1Hingu:J.1

proJuct 111’k mg. It i-:thc Wip011$ibll\ry oftlie m;iiiufciurer (or dlsrlbutN} to n.lml)l)- with hi:; la\ As uch, thr-
murl>il1l; providedill hc ULFt Jllow ur erv\ce Pto.:.:dlirc mal' include only hi; English Y1.r;1on leas(; .:ont1ctilS
1(you rleCd assistance with tram.lation:> Ot il'l deter]11inini; WinCh tr.<Hl\ing arc lipproprjatC for you1 p.oduct.

Products pror.iur.:ed whir.lih arthe UL fl fork hall be identii:Ultothoewhich were i:valualc:d b)' Lil. t'1d founcl tu
'Ompl with LfL's ,-egt1irement5. H\:hMtt:Siii contructiol\ ail" disi:-..vt rr.d, autilori:L Itivnto Ul br: JL Mark m.:iy
nl: wilhdrawn -uiJ pri>dllcte; thi\r rzir;:he L'L Mivk mey hrive to b-:revbed (in the fidd or M rhi't moin frii.:turer:.
far hfy) to brilli them into .:ompli&nc.r \ Ith UL\ requll (!ffi(Ms.
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Appendix I. Truthful and Accurate Statement

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
(As Required By 21 CFR 807.87()))

| certify that, in my capacity as PRESIDENT of BRITT :MEDICAL PRODUCTS, |

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

Signed:

Position:
Date: November 18, 1997

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix J. 510 (k) Statement
The following section is included as required by
the Safe Medical Device Act (SMDA) of 1990.

Name: J. James Britton

Address: Britt Medical Products
PO Box 547
45 East Main Street, Suite 204
Freehold, NJ 07728

Contact Person: J. James Britton
Phone Number: (732) 863-1400
Fax Number: (732) 863-1603

This statement regarding 510(k) safety and effectiveness information is being
submitted in accordance with the requirements of SMDA 1990 and 21 CFR

807.93.

I certify that in my capacity as PRESIDENT OF BRITT MEDICAL PRODUCTS | 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 is determined to be substantially equivalent. The information 1
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.

D X
Position: President

Bt

XVII
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CORP

PO.Box547+45 E.Main St. Suite 204 « Freehold,NJ07728
Phone (908)863+1400 Fax {908)863+1603 November 18, 1997

Food and Drug Administration

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

1390 Piccard Drive

Rockville, MD 20850

Document Control Clerk
510(k) PREMARKET NOTIFICATION

Pursuant to section 510(k) of the Federal Food, Drug, and Cosmetic Act, premarket
notification information is enclosed for the following device:

Device Name: Intermittent Compression System
Trade Name: Vaso Press System
Common Name: Intermittent Compression Unit and Compressible Limb Sleeve
Classification Name: 870.5800 Compressible Limb Sleeve
Device Class: Class |1
Classification Panel: Cardiovascular
Performance Standards: There are no performance standards for this system.
Facility Address & Establishment Registration Number:
Britt Medical Products a Division of Britt Corp.
45 East Main Street, Suite 204

Freehold, NJ 07728
Ma new device for Britt

Registration Number:
Reason For Submission: The
Medical Products but similar in form, function and design to existing products
currently marketed by several companies.
Contact Information:
Name: J. James Britton
Address: Britt Medical Products
45 East Main Street, Suite 204
Freehold, NJ 07728
Telephone: (732) 863-1400
Fax: (732) 863-1603

Should additional information be required, please contact me immediately.

incerely,

r@’”

U

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Consulting to the Medical Industry
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