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% . .
__/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

AUG 30 1999 Rockville MD 20850
Mr. Tetsuharu Hirose Re: K890470
Manager, Corporate Quality Assurance & JMS A.V. Fistula Needle Set
Regulatory Affairs Dated: May 28, 1999
JMS CO,, LTD. Received: June 8,1999
12-17 Kako-machi, Naka-ku Regulatory Class; |
Hiroshima 730-8652 JAPAN 21 CFR §876.5820/Procode; 78 FIE

Dear Mr. Hirose:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have
determined the device is substantially equivalent (for the indications for use stated in the enclosure) to legally
marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class Il (Special Controls) or class lll (Premarket Approval), it may
be subject to such additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Requlations, Title 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS inspections, the Food and
Drug Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result in
regulatory action. In addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control
provisions, or other Federal laws or regulations.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), piease contact the Office of Compliance at (301) 594-4613. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,
please note the regulation entitled, “Misbranding by reference to premarket notification"(21 CFR 807.97). Other
general information on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597, or at its internet address

“hitp:/iwww fda.gov/cdrh/dsma/dsmamain.htmi".

Singe yours

CAPT Daniel G. Schultz, M.D.

Acting Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological 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



Records processed under FOIA Request 2014-7433; Released 10/23/14

INDICATION FOR USE

510(K) Number : KQQ”#?O

Device Name : Needle, Fistula

Indication for Use : Use for temporary cannulation fcr vascular access for
extracorporeal blood treatment. This device is intended to
single use only and is for temporary catheterization less than 30
days.
Regarding to pre-attached Anti-stick device, use for prevention of

needlestick injury at the time of needle withdrawal after usage.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use__{/ or - //éézer- The -Counter Use

e
. /
(Per 21 CFR 801.109) o
(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

Questions? Contact FDA/CDRH/CUE(DINwe

all (Optional Format 1-2-96)

ov or 301-796-8118
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35’ /, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
; .
<,
I~‘
;"} Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
- AUG 30 1999
Mr. Tetsuharu Hirose Re: K990470
Manager, Corporate Quality Assurance & JMS AV, Fistula Needle Set
Regulatory Affairs Dated: May 28, 1999
-JMS CO,, LTD. Received: June 8,1999
12-17 Kako-machi, Naka-ku Regulatory Class: i
Hiroshima 730-8652 JAPAN 21 CFR §876.5820/Procode: 78 FIE

Dear Mr. Hirose:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have
determined the device is substantially equivalent (for the indications for use stated in the enclosure) to legally
marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 1l (Special Controls) or class Il (Premarket Approval), it may
be subject to such additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Requlations, Title 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS inspections, the Food and
Drug Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result in
regulatory action. In addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control
provisions, or other Federal laws or regulations.

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

if you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), piease contact the Office of Compliance at (301) 694-4613. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,
please note the regulation entitled, “Misbranding by reference to premarket notification”(21 CFR 807.97). Other
general information on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597, or at its internet address
“hitp:/fwww.fda.gov/cdrh/dsma/dsmamain.html®.

Singe yours

CAPT Daniel G. Schultz, M.D.

Acting Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

1

Ques?i_ons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INDICATION FOR USE

510(K) Number : KQQQ@(70

Device Name : Needle, Fistula

Indication for Use : Use for temporary cannulation for vascular access for
extracorporeal blood treatment. This device is intended to
single use only and is for temporary catheterization less than 30
days.
Regarding to pre-attached Anti-stick vdevice, use for prevention of

needlestick injury at the time of needle withdrawal after usage.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use__{/ or 7 /ver- The -Counter Use

/ /"

P

(Per 21 CFR 801.109) T (Qptional Format 1-2-96)
(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devic;s , 9

Questions? Contact FDA/CDRH/OCEAI N &1H&i

or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SFRVICES Public Health Service
Food And Drug Administration

| 9 - M dw
. From: Reviewer(s) - Name(s) m ‘ M emorandu
Subject: 5100 Number___[€ 97097 g / St

N

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

ORefused to accept.
equires additional information (other than refuse to accept).
Accepted for review A / L4 }%
Is substantially equivalent to marketed devices.
[CINOT substantially equivalent to marketed devices.

De Novo Classification Candidate? CJvEs ' El/NO

Clother (e.g., exempt by regulation, not a device, duplicate, etc.) E/
Is this device subject to Postmarket Surveillance? CdvEs 0
Is this device subject to the Tracking Regulation? Ovyes IJI:I!O
Was clinical data necessary to support the review of this 510(k)? O E]{\Io
Is this a prescription device? YES id KO
Was this 510(k) reviewed by a Third Party? OvyEs NO
Special 510(k)? Cyes IE/J o)
Abbreviated 510(k)? Please fill out form on H Drive CIves [9‘/1:10

This 510(k) contains B/
Truthful and Accurate Statement DRequested Enclosed
(required for originals received 3714-95 and after)

A 510(k) summary OR B4A 510(k) statement

The required certification and summary for class III devices N / *

The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin Efyes %o

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

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

- _ )

1 FIE 5H,5520 (Ll
Review: C(m. WA ’\LZAALLLV\(Q / é%\?} 8/&6 /7 Vi //)}

(Branch Chi‘;\\f) (Branch Code) (Date) - {g 1(
o / /
“~Final Review: ,L/\/ Y J L7 '
(Division Director) (Date)
Revised:6/2//98 3

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



Records processed under FOIA Request 2014-7433; Released 10/23/14

510(k) ngubstantial Equivalence”
Decision-Making Process (Detailed)

New Device Is Compared to

T Marketed Device *
Do the leterences Alter the .
Does New Device Have Same No Intended Therapeutic/Diagnostic/etc. Yes Not Suhstanh"ally
Indication Statements? Effect (In Deciding, May Equivalent
Consider Impact on Safety and Determination
Yes Effectiveness)?**
Descriptive Information - ‘ No
about New or Marketed b{]es\z g:;lgf;;%sﬁgg‘:s{:mﬁff < New Device HasNew _______ .y
Device Requested Equivalent” Intended Use ¢
as Needed
Does New Device Have Same No g;::g :&;E&?’s Yes Do the New Characteristics  ves
Technological Characteristics, _— Affect Safet —————> Raise New Types of Safely or -——-—>(5
e.g., Design, Materials, ete.? or Eﬁectlvenezs? Effectiveness Questions?™* A
Yes No #No
Do Accepted Scientific Methods
L No Are the Descriptive Exist for Assessing Effects of ————
Characteristics Precise Enough <— the New Characteristics? No
to Ensure Equivalence? Y
es
Yes ’
No  Are Performance Data Available hre tPelr\forman&? D:ﬂa :\nailable No
10 Assess Equivalence?*** 0 Assess Effects of New
Characteristics?***
Yes Yes
Performance | Performance
vala Dala
Required Required
performance Data Demonstrate . ~ Performance Data Demonstrate‘_—_\
- e Y Equivalence?
es No

Equivalence? Yes  __——
No -~ ngybstantially Equivalent"

({
. Determination
To @

« 510) Sybmissions Compare New De
I( \nal Information f the RelationshipBalus
(F. Amendments or Reclassified Past-Amendm

vices to Marketed bevlces. FDA Requests

«* This Decislon is Normally Based 0
Limited Testing Information Is Som

e Ml T DR HIOCE/DID-atr ey FeUB AT e i, 30 e 55 1768

®

n Descriptive Information Alone, But
etimes Required.
t_:étlﬂglles, or the thera(



e

Records processed under FOIA Request 2014-7433; Released 10/23/14

K990470 "SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION
Reviewer: Barbara McCool, RN, MS Division/Branch: DRA‘ERD/GRDB, HFZ-470

Trade Name: JMS CO,, LTD.
510(k) Number: K990470/51

Common Name: AV Fistula Single Needle Set and Anti-stick Device Guard
Classification: 21 CFR §876.5820 Class I, ProCode 78 FIE
Date: August 3, 1999

Product To Which Compared:
K970962 (AV Fistula Needle) & K9968470 (Anti-stick Device)

Contact: Mr. Tetsuharu Hirose

Phone: (9-011)-81-82-234-5806

YES NO*
1.1S PRODUCT A DEVICE? X IFNOSTOP
2. DEVICE SUBJECT TO 510(k)? X __ IFNOSTOP
3. SAME INDICATION STATEMENT? X __ IFYESGOTOS
4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS? ____ IFYESSTOP - NSE
5. SAME TECHNOLOGICAL CHARACTERISTICS X ___ IFYESGOTO7
6. COULD THE NEW CHARACTERISTICS ‘
AFFECT SAFETY OR EFFECTIVENESS? _____  IFYESGOTOSB
7. DESCRIPTIVE CHARACTERISTICS PRECISE IF YES STOP -> SE
ENOUGH? X ___ IFNOGOTO 10
8. NEW TYPES OF SAFETY OR EFFECTIVENESS
QUESTIONS? . IF YES STOP > NSE
9. ACCEPTED SCIENTIFIC METHODS EXIST? L IF NO STOP — NSE
10. PERFORMANCE DATA AVAILABLE? L IF NO REQUEST DATA

11. DATA DEMONSTRATE EQUIVALENCE?

* “yes" responses to 4, 6, 8, and 11, and every "no" response requires an
explanation below

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

1. INTENDED USE:

This device is used to insert the needle into blood vessel, connect the bloodline, and consist a
extracorporeal circuit. This device is used for hemodialysis, hemofiltration and
hemodiafiltration. And there are applications in other treatments, requiring an extracorporeal
circuit or blood to be drawn from a patient's circulation as in plasmapheresis, hemoperfusion, cell
separation or hemopurification. Fistula needle is intended for one time use only.

2. DEVICE DESCRIPTION:

The Single Needle Set has 2 tubes in one product which are connected to one needle by the Y
connector for a arterial side and venous side. The tubes have red and blue clamps respectively.
All needles have oval back eye (slit) for better blood flow. The wing type has a rotating head .
The Anti-stick Device can not be used with JMS AVF Single Needle Set due to its
configuration. The firm has 5 variations of fistula needles which range in needle size, lengths,
with or without eyes and either fixed wings or rotating wings. All of these designs can use the
Anti-stick accessory. The Rotating Hub type is designed so that the needle bevel can be rotated
or repositioned to permit optimum blood flow.

Life-supporting or life sustaining NO
Implant (short or long term) : NO
Software driven: NO
Sterile: YES
Patient Contacting Device: YES
Single Use: YES
Home Use: NO
Prescription Use: YES
Drug or Biological Product: NO
Kit NO
Recommendation:

I recommend that since the firm has supplied the cleared (510k
k991404 by DDIGD) as the additional information necessary to
include the anti-stick device to their proposed needle device, be
found substantially equivalent to other legally marketed devices
as described in 21 CFR §876. Class II, ProCode 78.

07 4!

Page 2 - Substantial Equivalence Documentation
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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 Mail Center (HFZ-401)
9200 Corporate Blvd.

June 09, 1999 Rockville, Maryland 20850
JMS CO., LTD. 510(k) Number: K990470
12-17, KAKO-MACHI, NAKA-KU Product: JMS A. V.
HIROSHIMA, FISTULA NEEDLE
JAPAN SET

ATTN: TETSUHARU HIROSE

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

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

date you may want to check with FDA to determine the status of your
submission,.

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

Sincerely yours,

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

Radiological Health

(77

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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12-17 KAKO-MACH!, NAKA-KU

E#=_ HIROSHIMA(7;30 JAPAN o
PHONE :81-(0)82-243-5806
' ' LJ M S CO,LTD FAX:81-(0)82-243-5955

May 28, 1000

Food and Drug Administration
Center for Devices and Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

USA
ional Infor ion

Attention : Document Mail Clerk

We have been advised by Ms. Barbara McCool, Lead Reviewer, Division of reproductive,
Abdominal, Ear, Nose and Throat and Radiological Devices that we need to re-submit new
Indication for Use for both K990470 and K990510 including information of Anti-stick Device.

We have prepared the new Indication for Use for both K990470 and K990510 as attached and
submit to you as additional information.

If you have any comment or questions, please feel free to contact me.

Thank you very much and Best Regards,

JMS Co., Ltd.

{Cais‘uLe (ratounn

.'T

Keisuke Uratomi b &
Assistant Manager, e i
Corporate Quality Assurance & T oo
Regulatory Affairs '

KU/mk AN
A

=

S

OHG/EGO/‘HGOO/"JOJ

g

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



Records processed under FOIA Request 2014-7433; Releas;sg/ 1 0/?/1?4 0 47/ 7 6/ /

INDICATION FOR USE

o
Py &2 17 v

I §
(5% Wi

510(K) Number :

B‘

Q20470

Device Name : Needle, Fistula

Indication for Use Use for temporary cannulation for vascular access for
extracorporeal blood treatment.

This device 18 intended to
single use only and is for

temporary catheterization less than 30
days.

Regarding to pre-atta

ched Anti-stick device, use for prevention of
needlestick injury a

t the time of needle withdrawal after usage.

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

Concurrence

of CDRH, Office of Device Evaluation (ODE)
Prescription Use or Over- The -Counter Use

(Per 21 CFR 801.109)

(Optional Format 1-2-96)

&ia\\s( Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdé 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 Mail Center (HFZ-401)

9200 Corporate Blvd.

May 18, 1999 Rockville, Maryland 20850
JMS CO., LTD. 510(k) Number: K990470

12-17, KAKO-MACHI, NAKA-KU Product: JMS A. V.

HIROSHIMA, FISTULA NEEDLE

JAPAN SET

ATTN: TETSUHARU HIROSE

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

If after 30 days the requested information, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

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

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

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

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
A7) ¢ 7 Memorandum
._ - Reviewer(s) - Name(s)_{/ )/ A 42/\/ —

Subject:  510(k) Number Kq q O LPL ‘7 O
To: The Record - It is my recommendation that the subject 510(k) Notification:

[IRefused to accept. J

wR@quires additional information (other than refuse to accept). W‘"é )M‘, 49

5
Mccepted for review /0?3 / 949 . I

Ois substantially equivalent to marketed devices.
CINot substantially equivalent to marketed devices.

De Novo Classification Candidate? LIyEs [l No

[other (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? CIvEs [ nNo
Is this device subject to the Tracking Regulation? Oves O no
Was clinical data necessary to support the review of this 510(k)? OvyEs CNo
Is this a prescription device? (dvyEs [ No
Was this 510(k) reviewed by a Third Party? Oves [ Nno

" Special 510(k)? OvEs O no

Abbreviated 510(k)? CdvEs O No

This 510(k) contains:

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

Oas 10(k) summary OR Oas 10(k) statement

O The required certification and summary for class III devices

O The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin O vEs O ~o

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

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
)
__.eview: C[J&R,4m "/ W«V/ ’ é’ RS}B 5//1‘7‘/97
(Branch Chigf) AN /" (Branch Code) (Date),
7 s
Final Review: o N .’fﬁ/ 7 Axy / /
(Division Director) (Date)

Revised:6/2//98
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S10(K) “SUBSTANTIAL EQUIVALENCE"
DECISION-MAIING PROCESS (DETALLED)
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MEMORANDUM

From: Barbara McCool, RN, MS
DREARD/GRDB (HFZ-470) Nurse Consultant

Date: May 7,1999

Subject: AV Fistula Single Needle Set and Anti-stick device guard (Platypus)
K990470 JMS CO., LTD.

To: RECORD

BACKGROUND:

On February 16, 1999 JMS CO. LTD,, submitted a notification to market a series of JIMS A.V.
Fistula needle Sets which is a predicate device holding 510(k) No. K970962. They now want to
add a supplement A.V. “Single Needle Set” and add a Anti-stick Device to their other cleared
A.V. fistula needles. The Substantial Equivalence for the single needle is the Althin A.V. single
needle set which are manufactured for OEM (Original Equipment Manufacturing/Manufacturer)
by Japan Medical Supply PTE. LTD., which is one of the manufacturing sites of the JMS AVF.
Therefore, in comparing with this product and JMS AVF, their function, performance, parts,
construction and materials are the identical and the intended uses are the same .

Description of JMS AVF Single Needle Set:
THe Single Needle Set has 2 tubes in their AVF which are connected to one needle by the Y

connector for a arterial side and venous side. The tubes have red and blue clamps respectively.
All needles have oval back eye (slit) for better blood flow. The wing type has a rotating head.

5,
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Intended Use:

This device is used to insert the needle into blood vessel, connect the bloodline, and consist a
extracorporeal circuit. This device is used for hemodialysis, hemofiltration and
hemodiafiltration. Fistula needles are intended for one time use only.

Substantial Equivalence Comparison:

The Althin AV Fistula Needle Set is identical in function, performance, parts and construction.
Their intended uses are also same and the predicate Single Needle Set have all the identical
materials, specifications . They both have a Y-connector attached to one needle.

Device Description of the Platypus Anti-stick Device:

The Platypus plastic device contains an arrow on it’s distal end which points toward the needle
(it was designed to ensure the Platypus device would be oriented correctly for safety). The
Platypus’s design includes that it is to be clipped over the tubing (to ensure that the two tabs on
the upper surface lock into the holders). This locking process produces an audible click. Once the
needle is withdrawn a secondary lock is activated by squeezing the upper and lower surfaces of
the Platypus together in the middle which then results in another audible click. The Platypus is
labeled for single use only

At the end of a dialysis treatment (following removal of the needle) the whole assembly is to be
disposed into an appropriate biohazard container. The Platypus is labeled for single use only.
The device provides immediate shielding of needle upon withdrawal from vein or fistula.
Because the needle shielding is always engaged from behind the needle assembly and features a
secondary lock for added safety, it enables the safe withdrawal of needles at any angle. The
"tongue-like" design encapsulates the needle, isolates any blood drops from the staff and
prevents needle sticks.

Substantial Equivalence:
Was claimed by the firm to be K982126.

Intended Use:

The Anti-stick device is a needle guard designed for use with AV Fistula and apheresis needles
to facilitate a fast and safe needle withdrawal, reduce risk of needle stick injury and reduce
potential exposure to blood.

Note*: The Anti-stick Device can not be used with JMS AVF Single Needle Set due to its
configuration. The firm has included 5 variations of fistula needles which range in needle size,
lengths (ranging from 14G-18G and needle lengths of 20mm, 25, and 32 mm). They are

2
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available with or without eyes and have either fixed wings or rotating wings. Ejjgrams for all
the AVF needles have been provided. (TThese nevdles e guevie —nee \{G7 096 1)

History:

The original K982126 for the Platypus device was received in our branch on 1/11/99 from
DDIGD because it contained a claim that the device was to be used to aid in the prevention of
needle-stick injuries for apheresis and hemodialysis fistula needles. The subject device was in
fact only the protector and the apheresis/dialysis needle claim was removed. The firms' plan was
that the device would be manufactured and marketed alone. We however were asked to do a
consulting review of the instructions for use and device labeling.

Following our consulting review, where I suggested that they modify their labeling, DDIGD did
request that a section of the labeling be revised to reflect the standard of care for withdrawal of
needles associated with high-pressure vessels. The firm provided two separate instructions for
the safe needle withdrawal (one for butterfly type needles and another for larger needles).
Generally, a dialysis patient is only directed to apply pressure to a puncture site after the clinician
has established that the patient is able to handle the venipuncture site safely. The firm did
modify the instructions and cautions for removing these large (G15 , G16, G17 AV Fistula
needles). Unbeknownst to us however, DDIGD found the Anti-stick device NSE shortly after
our consulting review.

Meanwhile, two separate notifications were submitted to DREARD for two separate uses. This
submission was for a modification to one of their fistula needles as noted above and a
modification to add a accessory Anti-stick Device. On 4/23/99 a new submission was received
for a Protector (AVFNP) device to be used for both apheresis and hemodialysis. Dr. Neuland
rerouted it to General Hospital (and that's when we discovered that the predicate that was
identified in this submission, were in fact not cleared). After several meetings with DDIGD and
our upper management, we decided that we would place this submission on HOLD until the
Platypus is cleared by DDIGD. We plan to call the firm to inform them (at this time) they have
not identified a true predicate for their AVFNP.

Labeling:

Extensive labeling for all of their AVF needles and the new Single Needle AVF device has been

provided and is adequate. Complete diagrams and Instruction For Use for the Anti-stick Device
have also been provided.

The Performance Data for their AVF needles is complete and since there has been no changes to
their previous cleared (K970962) AV Fistula needles, listing of these tests can be found in
Attachment K in this submission and include package appearance, seal condition, color/shape,
needle: cover, luer lock, needle retention, penetration, outer surface, point, inside and outside
surface, OD dimension, and tube retention and air tightness.

e
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Sterilization Information:

Residues and non Pyrogenicity information is complete.

RECCOMENDATION:

Place this submission on telephone HOLD until the Platypus is cleared by General
Hospital. Their review should be complete within the next two weeks. (See Attached Fax)

This concludes my review of the single Fistula Needle Set and a preliminary review of JMS's
Anti-stick needle device for hemodialysis.

O < il 59/99

Barbara McCool, RN, MS Date:

C. Newtbind

Sl lgg

=
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Division of Reproductive, Abdominal,
- Ear, Nose and Throat and Radiological Devices

HFZ-470

DHHS/PHS/FDA/CDRH/ODE

9200 Corporate Blvd.
Rockville, MD 20850

Phone No.: (301) 594- 1220
FAX No.: (301) 594-2339

TO: Mr. Tetsuharu Hirose
JMS Co., LID.

From: Barbara McCool, Lead Reviewer

(301) 594-1220

Comments: Ref: 510(k) K990470 and K990510

Your submissions will be placed on telephoné:hold on May 14, 1999,

since your Anti-stick device (Platypus) has not been cleared

K982126.
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Division of Reproductive, Abdominal,
Ear, Nose and Throat and Radiological Devices
HFZ-470

DHHS/PHS/FDA/CDRH/ODE

9200 Corporate Blvd.
Rockville, MD 20850

Phone No.: (301) 594- 12
FAX No.: (301) 594-2339

1?(): Mr. Tetsuharu Hirose
JMS Co., LTD.

From:

Barbara McCool, Lead Reviewer
(301) 594-1220

Comments: Ref: 510(k) K990470 and K990510

Your submissions will be placed on telephone hold on May 14, 1999,

since your Anti-stick device (Platypus) has not been cleared
K982126.

You can either contact the manufacturer for its status, or identify
another predicate device to establish substantial equivalence.

Number of Pages: / Please advise if transmission is illegible.
(Including cover sheet)

"This document is intended only for the use of the party to whom it is addressed and may contain information that is privileged, confidential,
and protected from disclosure under applicable law. If you are not the addressee, or a person authorized to deliver the document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying or other action based on the content of this

communication is not authorized. If you have received this document in error, please notify us by telephone and return it to us at the above
address by mail. Thank you."

ly
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Screening Checklist
For all Premarket Notification 5S10(k) Submissions

Device Name:/LVij aXude ) Jee A0 9%

K704 20

Submitter (Company): j//7§ (o LT D,
4

A T
B R
B A
S R D
P
E E 1
p Y T
Items which should be included I /'\ (I)
(circle missing & needed information) ‘L\ T N 7 IF ITEM
E A IS
D 7L NEEDED
YES YES AND IS
1. Cover Letter clearly identifies Submission as: MISSING
a) “Special 510(k): Device Modification”
b) “Abbreviated 510(k)" oo
e . GOTO#*
c) Traditional 510(k) 42,3 | 245
v IFITEMIS
2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS NEEDED
Financial Certification or Disclosure Statement for 510(k)s with a NA YES NO
Clinical Study 807.87(i)
SPECIALS ABBREVIATED TRADITIONAL AND IS
YES [NO | YES [ NO | YES | NO | MISSING
a) trade name, classification name, establishment registration e L /’ i
number, device class N

b) OR a statement that the device is not yet classified

t; see coordinator

c) identification of legally marketed equivalent device

NA

d) compliance with Section 514 - performance standards

NA

e) address of manufacturer

f) Truthful and Accurate Statement

g) Indications for Use enclosure

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

i) Class Ill Certification & Summary (FOR ALL CLASS il DEVICES)

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

k) Proposed Labeling:

i) package labeling (user info)

i) statement of intended use

i) advertisements or promotional materials

i) MRI compatibility (if claimed)

) Comparison Information (similarities and differences) to named
legally marketed equivalent device (table preferred) should include:

i) Labeling

i) intended use

i) physical characteristics

A .1
iv) anatomical sites of use L
v) performance (bench, animal, clinical) testing NA
vi)  safety characteristics NA L
m) I kit, kit certification | MAL

3. “SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS Il

, HTOR RESERVED CLASS | DEVICE

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

b) STATEMENT - INTENDED USE AND INDICATIONS FOR

* if no - STOP not a special

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

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

d)

Design Control Activities Summary

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

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

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

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

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

v IF ITEM
1S
SPECIALS ABSREVIATED | TRADITIONAL | perenen
AND IS
YES | NO | YES | NO | YES | NO MISSING

4. ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED

a)

For a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

b)

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

For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:

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

ii) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted

DCRD form 102 (rev. 04/13/98 4:19 PM)

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

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

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

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

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

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

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

5. Additional Considerations: (may be covered by Design Controls)
a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:

i) component & material

i) identify patient-contacting materials

i) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

i) SAL

iii) packaging

iv) specify pyrogen free

v} ETO residues

vi} radiation dose

c) Software validation & verification:

i) hazard analysis

i) level of concern

iiiy development documentation

iv) certification

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

s
& 2; v
Yes No Reviewer:ﬂ?ﬂ/

Passed S/crej7in% £
Date: &1 NPy Concurrence by Review Branch:__(_N g, l,.o/

1

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOTLERPLATES TITLED "DOCUMENTATION"™ AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

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

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k}? If NO = Stop
3. Same Indication Statement? If YES = Go To §
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
S. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to

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

explanation.

vz

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

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

EXPLANATIONS TO "YES®™ AND "NO®" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

10.

11.

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

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

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

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or
effectiveness:

Explain how descriptive characteristics are not precise enough:

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

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

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

ATTACH ADDITIONAL SUPPORTING INFORMATION

5
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K 990470

Internal Administrative Form

YES NO

N

1. Did the firm request expedited review?

Did we grant expedited review?

et

Have you verified that the Document is labeled Class 1l for GMP
purposes?
If, not, has POS been notified?

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

®N O A

9.

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

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

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

investigation?

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

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

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 Mail Center (HFZ-401)
9200 Corporate Blvd.

February 16, 1999 Rockville, Maryland 20850
JMS CO., LTD. 510(k) Number: K990470
12-17, KAKO-MACHI, NARA-KU Received: 16-FEB-1999
HIROSHIMA, Product: JMS A. V. FISTULA
JAPAN NEEDLE SET

ATTN: TETSUHARU HIROSE

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small

Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification
510(k) Regulatory Requirements for Medical Devices" available from DSMA.
If you have other procedural or policy questions, or want information on
how to check on the status of your submission (after 90 days from the
receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html
or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Staff

Office of Device Evaluation

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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'#‘ 12-17 KAKO-MACHI, NAKA-KU

= = HIROSHIMA 730 JAPAN
gy Ay JMS CO.LTD.

PHONE :81-(0)82-243-5806
FAX 81*(0)82*243—;3{-)5

12 February, 1999
Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Boulevard

.m""""l. - —
A= <

Rockville, Maryland 20850 R = =
USA - =
- S

Re : 510(k) Notification S <
= 3
Attention : Document Mail Clerk ‘(_é >

JMS CO., LTD. hereby submits notification that it intends to manufacture and market a series of
JMS A.V. Fistula Needle Set.

JMS has marketed this product into USA under name of JMS A.V. Fistula Needle Set (thereinafter
referred as "JMS AVF") which is predicated device holding 510(k), No. K970962. We make this
{ime premarket notification 510(k) in order to supplement new type of JMS AVF specification whose

product name is "Single Needle Set", and also an accessory which to be used with JMS AVF in order
to prevent unintended sharps injury after using JMS AVF.
The accessory name is "Anti-stick Device".

This "Anti-stick Device" is to be used after usage of AVF,
when the needle is withdrawn, slide it up to the direction of the needle tip and fix it on Wings, and
cover the needle.

This notification was prepared being added the new information on Single Needle Set and Anti-stick
Device to the previous notification document, No. K970962. This submission document contains
the information of not only the supplemental product/part but also that of No. K970962.

The following information is presented for your review in accordance with Section 510(k) of the Food.
Drug and Cosmetic Act and 21 CFR 807. 87.

Applicant's name, Manufacturer name and street address, Tel. and Fax number :

"

o [pa—

o~

\\Mr. Tetsuharu Hirose
~—JMS CO., LTD: -
12-17, Kako-machi
Naka-ku, Hiroshima, 730-8652, Japan
g -0l = Tel. : +81.82:243-5806
T Fax  781-82-243-5948
[ i

Signature of the applicant

e

4

'Fé'i,s/llharﬁ{irose

Manager,

\&/ Corporate Quality Assurance & \)

) Regulatory Affairs Lé (} /§/
\J 000001 /72

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Also, we have JMS AVF with/without. "Anti-stick Device" on its tube.

3.2 Description of JMS AVF Single Needle Set

Single Needle Set has 2 tubes in one product which are connected to one needle by the Y-
connector and these two tubes are used respectively for artery side and vein side. For the easy
distinguish, those tubes have red and blue clumps respectively. Because of this configuration,
only one insertion to the patient makes it possible to compose an extracorporeal circuit and there
is no need to insert the needle twice. All needles have oval back eye (slit) for better blood flow.
For wing type, we have only one type, RH type, for Single Needle Set. The Anti-stick Device
will not go with JMS AVF Single Needle Set due to its configuration.

3.3 Description of Anti-stick Device

6

The "Anti-stick Device”, Platypus™ is supplied from ITL Corp. and is submitting separate
510(K) No. K982126. This device is an effective needle guard designed for use on AV Fistula
needle sets to facilitate a fast and safe needle withdrawal, reduce risk of needlestick injury and
reduce potential exposure to blood drops. This device is pre-attached type and all Anti-stick
Device is attached to JMS AVF previously.

For the further information, please refer to Attachment A "Information of pre-attached type
Anti-stick Device".

Labeling
(a) Labeling
Each manufacturing site has its original individual package and middle box.

(JMS Singapore)
JMS Singapore roughly has two types of the individual packages and Inner boxes. One is
labeled in 7 different languages and the other is labeled in English only.  The individual
package and Inner box which is labeled in only English is divided into four different types
depending on the difference of sterilization method (Either "gamma irradiation" or "ethylene-
oxide ") and manufacturing site identification (One contains the address of both JMS CO., LTD
and JMS Singapore and the other contains only the address of JMS Singapore).

Also, JMS Singapore has two types of Middle carton and the difference is the manufacturing
site identification (One contains the address of both JMS CO., LTD and JMS Singapore and
the other contains only the address of JMS Singapore).

(JMS Miyoshi Plant)

JMS Miyoshi Plant has only one type of individual package and Inner box, which is labeled in
7 different languages.

(1) The label copy of individual package of the predicated device : Attachment F

(2) Draft label copies of individual packages (two types from JMS Singapore and one type
from JMS Miyoshi Plant : Attachment G

(3) Draft label copies of Inner boxes and Middle carton(two types of Inner boxes and one

type of Middle carton from JMS Singapore and one type from JMS Miyoshi Plant):
Attachment H

(b)Instruction For Use : Attachment I
(c) Promotional Material : Attachment J
(d) Packaging Insert : None

Performance Data : Attachment K

Steriliz gis

W havm
(a) Sterilization Information : chmen

(b) Bioburden Monitoring : Attachment M
(¢) Routine control of Pyrogen: Attachment N /’

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Name and Address of the Manufacturing and Sterilization site
(Objective device will be manufactured and sterilized at two sites):

1) JMS CO., LTD.
12-17, Kako-machi, Naka-Ku, Hiroshima 730, Japan
Tel. : +81-82-243-5806
Fax. : +81-82-243-5948

General Information

(a) Classification Name / Number : Needle, Fistula / 78 FIE

(b) Trade Name : JMS A.V. Fistula Needle Set

(c) Common Name : Various types of sterile fistula needle

(d) Establishment Registration Number : 8031563

(e) Classification : Class II

(f) Performance Standard : None established under Section 514 of the FD & C Act

(g) Statement of Intended use ;
This device is used to insert the needle into blood vessel, connect the bloodline, and consist a
extracorporeal circuit. This device is wused for hemodialysis, hemofiltration and
hemodiafiltration.  And there are applications in other treatments, requiring an
extracorporeal circuit or blood to be drawn from a patient's circulation as in plasmapheresis,
hemoperfusion, cell separation or hemopurification.
Fistula needle is intended for one time use only.

Substantial Equivalence Comparison

The Althin A.V. Fistula Needle Set whose label is presented in Attachment F are manufactured
for OEM by Japan Medical Supply (S) PTE. LTD., where is one of the manufacturing sites of the
JMS AVF. Therefore, in comparing with this products and JMS AVF, their function,
performance, parts and construction are same and the intended uses are also same, such the
using for hemodialysis, hemofiltration and hemodiafiltration. However, the Althin A.V. Fistula

Needle Set has only one type of wing, fixed, while the JMS AVF has two types of wing, fixed and
rotating.

For Single Needle Set, all materials, specifications and intended use are identical to JMS AVF.
The only difference is the configuration, which has Y-connector and 2 tubes are connected to one
needle with the connector. The materials of Y-connectors are also identical to legally marketed
device. For the details of materials, please refer to Attachment B, List of material.

Description of Device

(a) Variation Type and Diagram(1)(2), Information of Anti-stick Device: Attachment A
(b) List of Material: Attachment B

(c) Biocompatibility : Attachment C

(d) Expiry Date : Aitachment D

(¢) Product Specification : Attachment E

3.1 Description of JMS AVF

We have two types of wings on JMS AVF series. One type is ordinary one (Fixed Type) The

other type is Rotating Hub type (RH Type) whose needle bevel can be rotated or repositioning
and optimum f{low.

For the types of needles, we also have two types. One type is standard needle that is basically
used for vein side. The other type is one with oval back eye (slit) that is basically used for

artery side. 2 8/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Safe Medical Device Act of 1990

(a) Statement of Indication for Use : Attachment 0
(b) 510(k) Statement : Attachment P

() Truthful and Accurate Statement : Attachment Q

Additional Information
Packaging Information

An individual package of JMS AVF contains either one set or two sets. In containing two
sets, one is standard needle type and the other is slit needle type.

Reference Standard

Japan MHW standard, No. 494 for AVF (Dialyzer type artificial kidney apparatus approval
standard, announcement No. 494, the Pharmaceutical Affairs Director, the Ministry of Health
and Welfare, June 20, 1983) is exhibited in Attachment R

29
4

FOISTATUS@fda.hhs.gov or 301-796-8118
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Variation Type
1. Wing Color
Gage 14 15 16 17 18
Color White Blue Green Orange Pink

2. Tube Dimension
?3.0x@35.0mm x 80mm + 15mm ~ @¢3.0x@5.0mm x 400mm + 15mm

3. Needle Dimension and Variation

Needle Size Oval Back Anti-stick
) Tube Length Clamp .
Gage Size Needle Length Eye Device
14G x 4/5" (20mm)
2.10mm) | x 1" (25mm)
x1 1/4" (32mm)
156G x 4/56" (20mm)
(1.83mm) | x 1" (25mm)
x1 1/4 (32mm) With or
16G 4/5" 20mm ith
x ¢ ) With or 80mm#* 15mm ~ With or Wit .out
(1.65mm) | x 1" (25mm) i ] (For Single
Without 400mm=+ 15mm Without
x1 1/4" (32mm) Needle Set,
17G x 4/5" (20mm) "Without")
(1.47mm) | x 1" (25mm)
x1 1/4" (32mm)
18G x 4/5" (20mm)
(1.24mm) | x 1" (25mm)
x1 1/4" (32mm)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-F@STATUS@fda.hhs.gov or 301-796-8118
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Description of the device

The "Anti-stick Device", Platypus™ is supplied from which is submitting separate
610(K) No. K982126. This device is an effective needle guard designed for use on AV Fistula
needle sets to facilitate a fast and safe needle withdrawal, reduce risk of needlestick injury and
reduce potential exposure to blood drops and so on. Following is a part of this device's features :

* Immediate shielding of needle on withdrawal from vein or fistula

* The needle shielding is always engaged from behind the needle assembly

* Features a secondary lock for added safety

* Enables safe withdrawal of needles at any angle

* The "tongue-like" design encapsulates the needle and contains blood drops

Procedure for use of Anti-stick Device

(DAssembly and venipuncture
This Anti-stick Device is previously attached to JMS AVF and the venipuncture can be
performed as normal. Before use, ensure that, the arrow is pointing towards the needle.

(2)Withdrawal of needle

* It is very important that this device must be held stationary while the needle is withdrawn
into it.

* Slide this device froward and engage the wings.

(2-1)Needle withdrawal - unassisted haemostasis

- Place folded sterile gauze over puncture site and hold gauze in place without exerting
pressure.

* Hold sides of the front grip point between the index finger and thumb.
* Pull the tubing smoothly into this device until needle is locked in position.
* Apply pressure on gauze as normal, to achieve haemostasis.

Confirm needle lock by :
- Listening for a "click" as the needle is fully retracted into this device.
* Ensuring the tubing cannot be pulled any further into this device.

(2-2)Needle withdrawal - assisted haemostasis

* Place folded sterile gauze over puncture site and ask patient/donor to hold gauze in place
without exerting pressure.

- Hold the back (logo end) of this device between thumb and index finger of one hand and pull
the tubing and needle assembly into the shielded position with the other hand.
* Instruct the donor/patient. to apply pressure on gauze to establish haemostasis.

(3)Lock and disposal

* Activate the lock by squeezing both the sub-members together at the middle of this device.
(confirmed by an audible "click").

* "Do not attempt to override or defeat the locking safety mechanism".
» "Single Use Only".

* Dispose of the whole assembly into and appropriate biohazard container.

Attached 3 pages are "Certificate on Pharmaceutical use" and "Safety Data Sheet" of the material
of this device provided by the manufacturer.

<
9
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—  CERTIFICATE ON PHARMACEUTICAL USE

Wa certify thax this product fulfils the requi i
8 quirements of the European Pharmacopoeia, Thir
Edition (19969, monograph 3.2.2. "Plastic continers and closures™. g v

The product has passed the Class VI tests of the US P .
- Drug Master File Nr:_ harmacopeia XXI|, and has the US FDA

— s
10
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98&12)1098173‘319}} %; Rebprds processed under F%MmﬂpM—M%; Released 10/23/14 R:831 P, 04/04

T
-

! PHARMACEUTICAL REGULATION
HD810P passes successfully the USP XXIi tests including class VI. USP tests include:

- Toxicological test
- Cytotoxicological test

PHYSICAL PROPERTIES
. Typical
% Vaiue Unit Test Method

Melt Flow Rate MFR (230°C/2, 18kg)
Density

Tensils modulus (Tmm/min)

Stress at yield (SOmmy/min)

Strain at yield (50mmymin)
Rockwell hardness

¥ Heat Deflection Temp. {0.45 N/mm?)
Charpy impact (notched +23°C)

i Values deermipad on Injeclipn maulded epecimens sce. to ISO/DIS 1973.3 194,

i STORAGE AND HANDLING

HDB10P should be stored in dry conditions at temperatures balow 60°C and protected from
UV light.

i
7,
Improper storage ¢an initiate degradation which results in odour generation and colour
## changas.
' SAFETY

HDB10P is not classified as dangerous prepacation.

: Dust and fines from the product may give a risk for dust explosion. All equipment should -
‘W be properly sarthed.

inhalation of dusy may irritate tha respiratory system and should be avoided.

Ouring processing of the product small amounts of fumes are generated, which require
proper ventilation.

RECYCUING

The product is suitable for recycling using modem methods of shredding and cleaning. In-
house production waste should be kept clsan 1o facilitate direct recyciing. '

A Material Safety Data Sheet is available on request. Please contact your
Tepresentative for more details on various aspacts of safety, recovery and displosal of the

product.

12 |
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S~
List of Material o
1. Component
PREDICATE DEVICE
Material Grade Name . and /or
No. COMPONENT Supplier Name 510(k) NUMBER
JMS Needles and JMS Syringes
PP 510() K871965
D Needle Cover JMS AV FISTULA NEEDLES
510(k) K970962
PE JMS AV FISTULA NEEDLES
510(k) K970962
. JMS AV FISTULA NEEDLES
) Needle Stainless Steel 510(k) K970962
PVC JMS AV FISTULA NEEDLES
® Hub e 510¢k) K970962
JMS AV FISTULA NEEDLES
PE (for RH Type) 510(k) K970962
@ Wing PVC (for Fixed T8 JMS AV FISTULA NEEDLES
(for Fixed Type) 510(k) K970962
) , JMS AV FISTULA NEEDLES
® Tube PVC 510(k) K970962
JMS AV FISTULA NEEDLES
® Clamp PP 510(k) K970962
JMS AV FISTULA NEEDLES
@ Connector PC 510(k) K970962
- JMS AV FISTULA NEEDLES
) 510(k) K970962
Connector Cover PE JMS DIALYZER PRIMING SET
510(k) K895882
©) Y-eannectox PVC(for RH Type) JMS VENTED LV. SET 510(K) K960527
@ | Anti-stick Device PP 510(K) K982126

!

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Colorant
PREDICATE DEVICE
No. Component Color Grade Name Supplier Name and / or
510(k) NUMBER
| White
Blue
Wing Not Applicable ; Not direct contact with
Green
(Material : PE) |77 human blood or fluid.
___Orange
Pink
White JMS AV FISTULA NEEDLES 510(k) K970692
1 Blue JMS AV FISTULA NEEDLES 510¢k) K970692
R JMS AV FISTULA NEEDLES 510¢k) K870692
Wing Green JMS AV FISTULA NEEDLES 510¢k) K970692
(Material: PVC) | JMS AV FISTULA NEEDLES 510¢k) K970692
Orange JMS AV FISTULA NEEDLES 510(k) K970692
i R JMS AV FISTULA NEEDLES 510(k) K970692
Pink JMS AV FISTULA NEEDLES 510(k) K970692
. White
Blue
Not Applicable ; Not direct contact with
2 Clamp
""""" human blood or fluid.
Red

|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3. Silicone
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Grade Name Supplier
B b)(4) materials [N

]

4.Adhesive
No. Affixed Components Adhesive
Tetrahydrofuran
T e
poxy
2 Hub Tube Cyclohexanone
VC - 1*
3 Tube Connector VC - 5*
VCK - 1*
Y-connector X
4 Tube ®V0) VC-5

¥Identification of the Adhesives by Chemical Composition

Supplier Name

Predicate Device and / or 510(k) Number

JMS AV FISTULA NEEDLES 510(k)
K970692

JMS AV FISTULA NEEDLES 510(k)
K970692

JMS AV FISTULA NEEDLES 510(k)
K970692

JMS AV FISTULA NEEDLES 510(k)
K970692

JMS AV FISTULA NEEDLES 510(k)
K970692

Unit

(w/w%)

Chemical Composition

VC-1

Methylethylketone

Cyclohexanone

Dioctylphthalate

Polyvinyl Chloride

VC-5

|

VCK-1

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

Used materials are identical to the legally marketed devices.

Please see the Corresponding Table below.

PREDICATE DEVICE
Material ~ and/or
No. COMPONENT 510(k) NUMBER
PP
) Needle Cover Not applicable™
PE
. JMS AV FISTULA NEEDLES
@ Needle Stainless Steel 510(k) K970962
PVC JMS AV FISTULA NEEDLES
® Hub 510¢k) K970962
PC
PE (for RH Type) Not applicable™
@ Wing .
. JMS AV FISTULA NEEDLES
PVC (for Fixed Type) . 510(k) K970962
JMS AV FISTULA NEEDLES
© Tube PVC 510(k) K970962
® Clamp PP Not applicable™®
JMS AV FISTULA NEEDLES
@ Connector PC 510(k) K970962
PP
Connector Cover R Not applicable*®
® Y-connector PVC(for RH Type) | JMS VENTED LV. SET 510(K) K960527
® | Anti-stick Device PP Not applicable®

%) Not applicable : Not. direct contact with human blood or fluid.

18

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IDENTIFICATION OF THE EXPIRATION DATE FOR AVF

1. Summary

In order to indicate 5-year expiration is indicated : therefore, using the preserve sample
which was produced 5 years ago, the following test was conducted fo

because the sterilization method was different. (One was sterilized with

Y o i th resules o the o

2. Test Samples

3. Conclusion

All samples aged more than 5 years complied with product specification. According to
these result, 5-year expiration will be indicated.

S
20 !

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

SIZE

pyrogenic. CAUTION : Feceral (U.S.A.) law restricts this device lo
sale by or on the order of a physician. Do not use if package IS

czmaged or cap is missing or not in place. Do not stare indirect
1, at extreme temperatures, or in high humidity.

430 Ang Mo Kio Industnial Park
2 Singapore 569620

)

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

-~
= .
& SRR ,,
RN
&)
C}%
N,
FOR SINGLE USE @ TYPE
A.V.FISTULA NEEDLE SET o
. LOT NO.
_ CODE NO.
. CAUTION:" .
y, S S 1wt ad s o by o e s of 3 s
WA e =

. Do not store in divect sunbight, at extreme temperature,
o i high humicity. Keep in a ¢y place.

Either 1. Or 2. will be

labelled
1. JMS CO.LTD.

l

12-17 Kako-Machi, Naka-Ku, Hiroshima 730,
Japan.

Manufactured by:

JAPAN MEDICAL SUPPLY (S) PTE. LTD.
440, ANG MO KIO, INDUSTRIAL PARK 1,
SINGAPORE 569620

Manufactured by:
JAPAN MEDICAL SUPPLY (S) PTE. LTD.

440, ANG MOKIO, INDUSTRIAL PARK 1,
SINGAPORE 569620

b |

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

—_
>x & .
B L
c U
g o | |
S & 1. JMS CO.LTD. 2. Manufactured by:
— 12-17 Kako-Machi, Naka-Ku, Hiroshima 730, Japan. JAPAN MEDICAL SUPPLY (S) PTE. LTD. :
Manufactured by: 440, ANG MO KIO, INDUSTRIAL PARK 1, SINGAPORE 569620
JAPAN MEDICAL SUPPLY (S) PTE. LTD. R
440, ANG MO KIO, INDUSTRIAL PARK 1, SINGAPORE 569620
FOR SINGLE USE .
AV, FISTULA NEEDLE SET .
STERILE 50SETS k R
y ——
v— *ge 146 156 166 176 106
i e — / Sticker
TYPE
FOR SINGLE USE SIZE
| A.V. FISTULA NEEDLE SET LOT NO.
STERILE. SOSETS . . CODE NO.
" - e,
- _ ol TN
. E Lﬂnf;&;ﬁwm:ﬁ&m this dewce comrectly. : :n‘:‘ud::-‘:::“l::;:'m~ I . .
. 4 e v e it | EET c —
CAUTION: },ﬁmﬂ “gama irradiation” or “ethylene-oxide” Is labeled.
A:ﬁmﬁ)ﬁwmnicua-ammnlcbywmmuwu

b/
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AV. FISTULA NEEDLE SET
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JAPAN MEDICAL SUPPLY (S) PTE. LTD
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)
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RS the order of a physician
) ! | )
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5 ? ‘ Do not store in direct sumlight, at extreme temperature, : .
ca or in high humidity. Keep in a dry place. , :
»
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SR/
@ ol B
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50 SETS X4 BOXES

J
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Sticker

SIZE
LOT NO.

CODE NO.

L

JMS CO. LTD.
12-17 Kako-Machi, Naka-Ku, Hiroshima 730, Japan.
Manufactured by:

JAPAN MEDICAL SUPPLY (S) PTE.LTD.
440, ANG MO KIO, INDUSTRIAL PARK 1, SINGAPORE 569620

2. Manufactured by:
JAPAN MEDICAL SUPPLY (S) PTE. LTD.

440, ANG MO KIO, INDUSTRIAL PARK 1, SINGAPORE 569620

|

Questions? Contact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fda.hhs.gov or 301-796-8118
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JM5
AV, FISTULA NEEDLE SET

A.V. FISTULA NEEDLE SET

Single use only. Do not reuse. Sterilized by gamma
irradiation. Non-pyrogenic. CAUTION : Federal
(U.S.A.) taw restricts this device to sale by or on the
order of a physician. Do not use if package is
damaged or cap is missing or not in place. Keep in a
dry place. Store between +5C and +30C

SET D'AIGUILLES POUR FISTULES
ARTERIO-VEINEUSES

Ne pas utiliser si 'emballage est endommagé
ou si les protecteurs de stéritité ne sont pas
en place. Maintenir a I'abri de Fhumidité.
Stockage entre +5Cet +30°C.

DIALYSEKANULEN

Nicht verwenden bei beschadigter.
Verpackung oder abgetailener Schutzkappe.
Trocken lagem. Lagertemperatur zwischen
+5Cund +30°C.

SET DE AGUJAS DE FISTULA A.V.
No utilizar si el envase ha sido

dafiado o si los tapones han
desaparecido 0 no se encuentran en su
lugar. Conservar en un lugar seco.
Almacenar entre +5C y +30°C.

A® FEEIE

SET DE AGUHAS DE FISTULA
ARTERIO-VENOSA

N3o utilizar caso a embalagem esteja
danificada. ndo seja encontrado o protetor ou
o0 mesmo esteja fora de seu local. Manter em
local seco. Armazenar entre +5Ce +30°C.

EN SATS AV-FISTELNALAR

Far ej anvandas om forpackningen &r skadad
eller om skyddshylsoma intesitter pa plats.
Skalf forvaras torrt. Lagras i en temperatur
mellan +5Coch +30°C.

BEAONEX MA ®AEBOAPTHPIAKH XPHIH
Mn xonoluorocElts(To mooldv )

av 1 ouokevacia Elval KatEoToauuévn

7 AECTEL TO KGAuuua 1T OEv sivae

oTn Béon Tou. ALaTNOELTTE TO OF £M0G XWOO,
Arofnxedote to uttafd +5°T kar +30°C.

<€ andaced bty /Faomaciparl - JM S COLLTD.

Hergesielt curen / Faoncago por /- 1217
0123 Thvendac av/ femasmitmaza!  HIF

MACHI!. NAKA-KU.
}30-8652. JAPAN

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




Records processed under FOIA Request 2014-7433; Released 10/23/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-Zlé(;]ISTATUS@fda.hhs.gov or 301-796-8118

&P



Records processed under FOIA Request 2014-7433; Released 10/23/14

AGULHAS DE FISTULA ARTERIO-VENOSA

INSTRUGCOES DE USO

INDICAGOES

Ler atentamente as instrugdes antes de unlizar o dispositiva.

AGULHAS DE FISTULA ARTERIO-VENOSA a uuhzac nos seguintes tratamentos: hemodialise,
hemafiltragio e hemodiafiltragio.

Dispositivo indicado para qualquer ratament que necessite de um 1cesso a circulagdo sanguinea.

CONTRA-INDICAGOES

A simpies utilizagio das agulhas ndo representa por <i %6 um tratamento médico.

Nio obstante, 530 possivets contra-indicagoes geralmente associadas 1 introdugo de aguihas ¢ & higugdo
<om o circuito extracorporal.

Por este motivo. a utilizagio destes dispositivos requer uma prescngdo medica.

0O dispositivo deve sec utilizado sob controlo medico.

RECOMENDACOES E PRECAUGCOES

1. DISPOSITIVO DESCARTAVEL
As Agulhas de Fistula sio dispositivos descandvets. NAQ REUTILIZAR
ESTERILIDADE
A embalagem em blisters separados garante a esterilidade do produto. Nio utilizar aguihas contidas em
blisters danificados ou ndo devidamente soldados. nem agulhas que ndo possuam as tampas protectoras
ou se as mesmas ndo estiverem correctamente colocadas.
Luilizar em condigdes assépticas. NAQ TOCAR A AGULHA NEM A SUPERFICIE FINAL DO
CONECTOR LUER, :
JINTRODUGAO DA AGULHA
A preparagio da agulha para a introduglo deve ser fzita em condigdes assepticas.
Efectuar uma limpeza apropriada da drea A volta do acesso vascular para evitar contaminagdes durante
a fase de introdugdo da agulha.
Fazer a ligagdo entre a aguiha de fistula ¢ a linha sanguinea em condigdes assépuicas para evitar a

2
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contaminagio da cinula da aguiha.

Controtar atentamente a posiio da aguiha e todas as ligagdes antes de iniciar o tratamento. Verificd-las
frequentemente mesmo durante a sessio de didlise para controlar ¢ cvitar possiveis fugas de sangue.
Podem haver pequenas diferengas no conector luer efou na agutha de fistula dependendo dos vinos
fabricantes. Estas diferengas podem oniginar fugas de sangue. Para prevenir a possibilidade de lugas de
sangue, apertar bem os conectores macho ¢ fémea. Aconselha-se a utilizar um penso adesivo para fixar
is controlos. O conector

o

a ligagdo ¢ a manté-la visivel durante o tr pan p os
luer lock da JMS estd em conformidade com a norma 1SO 594.
.FUGAS DE SANGUE
Alguns desinfectantes ou valores de pressio excessivos na ligago podem provocar rachas nos mateniais
ou no consctor luer. Estas avanias podem onginar fugas de sangue ou aspiragdo de ar pela linha sanguinea.
com a possibilidade de embolia gasosa. Portanto. recomenda-se a utilizagdo continua de um detector de
ar. No fim da didlise, é também aconsethavel restituir 0 sangue ao doente mediante uma reinfusdo com
linha cheia.
ENROLAMENTO
Durante o tr ér {evitara 30 efou 0
Uma pressio excessiva pode danificar g circuito extracorporzl.
. Para evitar os riscos de conidgio de doengas infecciosas. tais como hepatite ou SIDA, as pessoas
encarregadas pela introdugio das agulhas e as encarregadas pela gestdo do tratamento devem evitar o
contacto directo com o sangue do doente. Unlizar continuamente os dispositives de"pmlccgﬂo. tais

~
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acidental do tubo de sangue.

=3

como luvas, mdscaras, aventais ¢ 6culos protectores.
10. Afastar da sala de didlise imediatamente apas o uso.
11. O operador deve tomar cuidado para ndo se picar acidentalmente com a agulha.

IMPORTANTE

|. CONDIGOES DE CONSERVACAQ
Conservar nos cantdes originais ¢ num local limpo, seco ¢ fro (5°C ~ 30°C. 20% - 30% de humidade
relativa). NAO MOLHAR. NAO EXPOR DIRECTAMENTE A LUZ SOLAR.

2. DURACAO
A esterilidade das agulhas de fistula ¢ garantida por 60 meses em condigdes apropriadas de conservagdo.
dentro das embalagens triplas originais.
A data de validade estd indicada no blister ¢ nas etiquetas dos cantdes.
Dar prioridade de utilizagio aos produtos com data de fabrico mais antiga.

INSTRUCOES DE USO
t. Utitizar em condigdes assépticas ¢ manter a esterilidade.

2. Desinfectar completamente a drea a volta do acesso vascular para evitar contaminagdes.

. Verificar a presenga de anomalias ou de particulas estranhas, 3ps 2 agulha ter sido removida da
embalagem. Controlar a tampa luer ¢ apertd-la. Retirar a cobertura da aguiha com cuidado para evitar
contactas acidentais.

Lavar a aguiha com solugio salina (hepanimizada).

. Efectuar anestesia local se o doente pedir.

Delimitar a drea de injecgdo aplicando um lago hemostdtico.

Virar a secgdo obliqua da ponta para ctma, dobrar e segurar ambas 4s aletas durante as vperagoes de

introdugdo,

(Nas agulhas com orificio lateral, este ultimo representa um segundo canal, permitindo um mator fluxo

sanguineo).

w
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(Nas agulhas com aletas rotativas, o ponto preto na agutha indica que 1 secqio obliqua da ponta estd
"ada para cima, enquanto que o ponto vermetho indica 0 pusicionamento para baixo).
‘oduzir a agutha de maneira nio traumatica no vaso sanguineo (ingulo de introdugdo 25° ~ 40°).
i sroduzir primeiro a agutha arterial e, de seguida, a venosa. Para prevemir a recirculagio. a agulha
venosa deve ficar a pelo menos (§ mm a jusante da aguiha artenal.
{A utilizagdo da agulha simples requer uma umca injecgiol
. Guiar a introdug3o da aguiha no vaso.
- Venficar a introdugdo correcta da agulha observando as pulsagdes: e segurda, encher a canula com
sangue.

-3

10. Eliminar todo o ar presente na agulhy ¢ clampar a linha sanguinea.

11, Posicionar a agutha c fixar as aletas com um penso adesiva. Manter visivet o ponto de introdugdo da
agutha,

2. Retirar 3 tampa do conector luer ¢ ligar a linha sanguines em condigies assepticas. No ligar a linha
anenal i aguiha venosa ¢ vice-versa,

13 Controlar atentamente a POSIGE0 Ua aguiha e de (odas a5 higagoes antes ¢ Juranic 0s pAMEIRS minutos

EN SATS AV-FISTELNALAR

BRUKSANVISNING

INDIKATION

LAS BRUKSANVISNINGEN INNAN NALARNA ANVANDS

ARTERIOVENOSA FISTELNALAR ir avsedda att anvindas for hemudialys, hemoliltrering och
hemaodiatiltrenng.

AV-fistelnalar anvands vid alla slags rutiner som krdver adgon form av konatakt med blodfodet.

KONTRAINDIKATION

Anvandningen av fistelndlar ir i sig ingen medicinsk behandling. Det kan dock finnas rutiner dd kontakien
med blod kan innedara en kontraindikation, vanligen forknippad med ndipunktion clier extrakorporeal
Krets.

Denna produkt rir ddrfor endast unvandas pd Iikarordination och enliyt Likarens unvisaingar.

VARNINGAR OCH SAKERHETSFORESKRIFTER
1. ENGANGSBRUK
Fistelndlar ir endast avsedda for engingsbruk. FAR EJ ATERANVANDAS.

. STERILITET .

Endast nafar i hela blistertorpackningar dr garanterat sterila for anvindning i blodbanan. Nilar i skadade
eller otita blisterforpackningar och nlar utan skyddshatt och ndiskydd dr troligen inte sterila och fir
dirfor ¢f anvindas.

_Behandlingen miste utforas under aseptiska fochdllanden. VIDROR INTE NALEN ELLER
LUERKOPPLINGENS KONTAKTYTA.

. PUNKTION
Nilar fr venpunktion skall forberedas enligt 2septiska rutiner. Tvata noga huden over det valda kirlet
for act undvika kontamination dd ndlen sticks in.

. Tillimpa dven aseptiska rutiner for att undvika kontaminacion av blodbanan da fistelnalar ansluts ull

blodslangar. Kontroliera nalama och anslutningama under de (Srsta minuterna av dialysen och sedan

flera gdnger medan behandlingen pdgdr. si aw dat inte uppstir lickor som kan orsaka blodfértust.

Det kan vara viss skillnad p4 luerkopplingar i blodslangar frdn olika tillverkare. Skillnader i storlek

medf{ée blodlickage eller att kopplingen lossnar. For att motverka sidana risker skall kopplingens hona

och hane tryckas inop ordentligt. Sitt girna pd en tape. Kopplingen skall kJn'nu ses och kontrolleras

under dialysen. JMS luerkopplingar upptvller ISO 394,

LACKOR

Trats att tillverkningen sker under noggrann kontroll, kan lickor hos tistelndlar iate helt uteslutas,

Vissa desinfektionsmedel kan ocksd orsaka materialsprickor. Kopplingarna brister om de utsitts for

stor kraft, Skadade detaljer kan resultera i biodf6riust eller att luft sugs in i biodslangen. Luft som

kommer in i blodomloppet kan orsaka huftemboli. Anvind dirfér alltid en detektor for tufulickage.

Undvik att anvinda luft d4 blod dterfors till patienten i samband med att dialysen avslutas. Alla kritiska

stillen i en extrakorporeal krets skall vara tillgingliga for inspektion under behandlingen.

. KINKAR
Se till att slangen inte kinkar, snor sig eller tapps till under hemodialys elier liknande behandling. Ett
alltfor kraftigt tryck kan skada den extrakorporeala kretsen,

. All exponering for blod och biprodukter av blod innebar risk for verforing av infektionssjukdomar,
t ex hepatit och HIV. och den person som utfér venpunktion och diaiysen skall darfor undvika
dJirekikontakt med patientens blod. Skydd i form av handskar, rock. munskydd och dgonskydd skail
anvindas rutinmissigt. .

10. Efter anvindning skall det anviinda materialet kasseras p4 sidant st att det inte gor ndgon risk for

spridning av infektionssjukdomar.

11. Den person som anviinder nilama skall iaktea storsta forsikeighet och undvika oavsiktliga ndlstick.
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VIKTIGT

1. FORVARING
Fistelndlar skall frvaras i originalférpackningen i ett rent. torrt och svalt utrymme (5°C ~ WeC, 20 -
30 % relativ fuktighe). FISTELNALAR FAR EJ UTSATTAS FOR FUKT OCH EJ EXPONERAS
FOR DIREKT SOLLJUS.

2. HALLBARHET
Fistelndlarnas sterilitet garanteras i 60 minader. De miste dock fdrvaras pd korrekt st i
ariginalfSrpackningen som ger tredubbeit skydd. Sista forbrukningsdatum dr tryckl pd varje
blisterforpackning samt pd etiketten pd ytterférpackningen. Produkierna skail anvindas omedelbart
och enligt principen “férst in, [Orst ut™.

BRUKSANVISNING
1. Denna produkt skall anvindas enligt aseptiska rutiner och med bibehillen sterilitet.
2. Tviitta noga det hudomedde som skall punkteras. desinficera och se till att platsen 1 venpunktionen
inte dr kontaminerad.
3. Granska ndlen nir den tagits ur blisterfrpackningen. Det Hir inte finnas nigra skador eller partiklar i
lumen. Kontrollera och sitt pd luerhatten. Dra av ndlskyddet fSesikligt sd att ndlen inte kontamineras.

4. Nilen kan spolas med saltlosning (saltiosningen kan vara hepariniserad).

5. P4 patientens begiran kan lokalbedévning ges. Vil Ismpligt stille med hjilp av en proximalt placerad
‘toumigquet.

6. Vik noga vingama over centrum med den fasade sidan uppit.
[P4 nilar med bakre 6ga fungerar hilet som en yitertigare flodeskanal som Skar Mddet. |
|P4 nalar med roterande centrum, visar den svara punkten pd centrum att fasningen ar vind uppdt och
den roda att den r vand neddt.|

7. Stick in nalen fSrsiktigt i blodkartet (insticksvinkel 25% ~ 40°). Sdtt forst i artirndlen och Jiretter
vennilen. Fér att férhindra dtercirkulation vid fasningen miste vennilen alltid placeras minst L5 mm
lingre ner i Nodet iin antdmdlen. (Enkelndlar punkteras en ging. |

8. Led ndlen varsamt in i biodkarlet och se till awt den fir en siker placenng.

9.K ltera att blodet put . [yl stangen med blod och saltidsning. Anslut slangen.

10. Avligsna alt luft i systemet.
11. Se ull att nalen it placerad i kirinktningen och Fist vingen med tape. Var noga med att inte tdcka tor

ndloppningen med tapen.
12, Ta av hatten pd kopplingen och anslut den ull blodslungen. Arheta aseptiskt. Antanslunyen tir ¢j anslutas

) vennidlen uch vice versa.

13. Nitarnas tigen och kopphngarna mdste kontrollerus noga fore och under dialysens firsia minuoter.
Kontroltera acksd kopplingar och punkierude stallen medan dalysen pagar, »3 ait Lickor upptacks 1 o
och blodforlust han undvikas, :

oo UESTOIY P C ORI FIAFCHRIFOTE NI St CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L2
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BEAONEZ NA ®AEBOAPTHPIAKH XPHIH
OAHFMEZ XPHIHL

ENAEIZEIZ

Q1aBaoTE TPOOEXTIKG TIG OBNYIEG TRV ATIO TR XPAON.

BEAONEL Ma ®AEBOAPTHPIAKH XPHIH yia 11g akooudes Jepanties: ayoSidAuon, aiwodindnon.
aipodnBnan yeow nuiTrepaTs peuBpavng.

Npog xpAoH ot oneiadAnore Siabikagia TTou aTTaitti Tpoaacn aTNV KUKAGPOPIT TOU aiuaTog.

ANTENAEIZEIL

H xpAan twy Peroviv Sev GTOTEAE GrTo povn G pia 1aTpika Beparicia.

Nap'6Aa aut@ ynopsi va NapoUsIAgTouwV avTEvGE§LIG TTOU EV YEVEI TTPOEPXOVTQ! CTIO TV EI0AYWYA Twy
BeAoviuy ka1 QIO TV GUVEEDN TOU EEWOWHATIKOU KUKAWUATOS.

110 10 AGYQ QUTE ) XPNON QUTLY Twy TPOIOVTWY TTPETTE! va YIVETTI KATOTIV IGTEIKAG TUVIGYAS.

Npérer va yiveral xpAan uitd Tnv zmiBAgwn 10U yiarpov.

MPOEIAONOIHIEIL KAI MPODYAAZEIL

1. MIAZ XPHIEQZ
Or BeAdveg eives piag xpRocws. AEN MPEMET NA EMANAXPHEIMOMOIOYNTAL

2. LTEIPOTHTA
H ei6ikn YovA aEpooTEYRG Juoxeuacia e§aopaAilel TN aTEIEGTNTA. MNv xpnaiuoTmoieite BeAdves ToU
TEPIEXOVTal O¢ PBapyEvn i avoiypivn quokeuaaia. f Peroves ou Sev SiabBétouv A Trou givar
XGTEQTPQPLEVO TO TTPOTTATEUTIXO KATIGKI.

3. XpnowomanoTte 1§ BeAdveg pe pia aantmxn uéBodo.MHN AKOYMIMATE TH BEAONA H' THN

ENIPANEIA THE ANOAHZHE TOY LYNAETHPA LUER.

. EIZAMQMH THL BEAONAL

NpoeTondoTe m BEAGVa PE GONTITIKEG TUVBAKES.

KafepioTe kataAAAd Ty TEQIOxA YUPW ATIO TNV QAEBIXA £iG0B0 {107 WOTE va aTOPUYETE POAUVTEIS
kQ1a 1 Sidpkeia saaywyng g Beadvag.

LuvBETTE 1 BEAGVE GTNY QINGTIKA YPARKA ME MG CONTTIKA REBOGO £10t LWOTE VA ATTOPUYETE OAUVCEIG
TOU ECWTEPIKOU KAVAAIOU TG BeAdvag. EAEYETE TTpOOEKTIXG TRY TOTTOBETNGN TNG BEAGVCS xa1 GAES TI§
AAMEC TUVBETEIC TTav aTTd TV Evepén TG Bepareiag. NpayuaToTToNTTE uXVe EAeyxo xa8'0An Th Sidpkeia
g SIGAUCNG £T01 WATE va TTPOANPBOUY EVBEXOUEVES TILATIKEG SICPPOES.

6. MiBavov va urtpyouv pixpég Siapopig aTo auvdetrpa luer kaur o1 BeAdva GUpYYag avaAoYa pE Toug
Siagopou xaraoxeuaaTeg. Os SIapopig autés uTropei va mpokaAéoouy auarixig Stappoks. Ma va
poAnw8ei n araTik Srappon ouvSEaTE oTaBepa Ta SUo pakop. ZuviaTETar A xprian evog rapotou yia
™ oTagepoTToinan ¢ CUVSEOMS ka1 yia va SraTnpgitar opaTA N aUvBean kaTd T Sicpkeia g Beparteiag
via evexopevous eAByxoug. O ouvBerRpag luer lock TR JMS aviarmoxpiverar oTig anatnaag rou
xavovigual SO 594.

7. AIMATIKEEZ AIAPPOEL
MEPIXG ATTOAULAYTIKG A UTTEPBOAIKEC TETEIS XOTG TN GUVEECN WTTOPE va TIPOKAAETOUV TO TTIGOTHO Twv
UAIKGV A TOU paxdp luer. Kara QuvETaia pTropti va mpoxAnBouv aiarikég Siappoég i avappdenan
Q£pa TNV GIUGTKA YPapp pe MBavornTa aeprudous tBoAAg. ZuvioTaTar, we £X T00TOU, § XPRaN evog
AVIXVEUTR GEPQ. £T0 TEAOG TG SIGAUTNE CUVICTATAI N ETTGVGRORG TOU QILATOS IOV agBevA péd TARPOUG
ETTavEYYUaTS.

8. ZYITPOOH (KINKING)

Kard ) 81apKeia TG B paTTEGS 0ag SUVIOTOULE va QTOQEYETE! Ty aTToppan kavh myv TUXGiG QUCTEOPA
ToU aIaTIKOU wWAAVE. H uTTEPBOAIXR THEGN PTTOPE VO XATAOTPEWE TO E§WAWMATIKG KUKAWLA.

9. Na va arogeux i 0 KivBUveg PBAUVONG TTo Aorxibe; vooous, OTTwg Hmarinda xai AlDS, 10 TTpoOwWMKS
TTOU GOXOAETA pE TV £10aYWYH Twy BLAoviav kaBUIS Xal G001 GCXOAOUVTEH LE TOV EAEYXD TG Bepameiag,
TIPETTE VO GTIOREUYOUV MV GUECT ETTAQA WE TO Qila Tou aaBevr). ©a TTPETTE TIAVTWK V8 XPROTOTIOUVICH
TIPOGTGTEUNXG WETA ATTWG YAVTIA, HEOKES, IATPIKEG TIOBIEG XQI TTPOTTATEUNKG YuaAid.

10. ATTOUAKPUVON QTG TO XWPO BICAUCNS GUECWIG YETA T XPAON.
11. ATTOQEUYETE SIATPACEIG EV KEVL.

=
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ZHMANTIKO

1. LYNQHKEY AIATHPHEHE
AITNPACTE TT KOUNG ToUG X O€ KaBapS Xwpo, EnNpd xai xpuo (5°C-30°C, 20%-80% axerkr uypaaia).
AEN MPENEI NA BPEXETAI OYTE NA EKTIOETAI AMIEYQEIAZ ITIEZ AKTINEZ TOY HAIOY)

2. AIAPKEIA
H greiparnra Ty BEAOVAY eivar Eyyunpévn yia 60 pAveg ummé ng karaAnAeg ouvBrixeg amodixeuong
070 ETWTEPIKG TN TRITAFAG TPXIKAG CUGKEVATITS (QEPOOTEYAS GUOKEVAaia, xouti kol xaproxiBuwno). H
nuEpopnvia AMEEWE avaypapETar GTNV GEPOTTEYR GUOKEUAia kal GTO xaprokiBumo. Mpéme va Sieral
TIPOTEPAIOTATA XPAANG TE TTEOIGVTA TOAQIGTEPNG NHEPORNVIAS.

OAHMEZ XPHIHE
1. XpnowoNonaTE g¢ GONTIMIKG TIERIBGAAOY Kat SIGTNPATTE Tn aTEIpTA.

2. ATOAUGVETE TAAPWS TAY TTEDIOX YUpW TTI0 Ty PAERIKN €080 €101 WOTE Va ATTOPEUXBOUY LOAUVTE.
3. EAéyETe av éxe poxAnSel {nsid fi v UTIAPXOUY OwpaTidis OT0 EowTEMKG MG BeAdvag LETa MY QTIOTTIA0N

INC GEPOGTEYOUS QUOKEVATiag. EAEYETE T0 luer kal BiSWaTe 10, BYAATE 10 xdAuppa Tng BeAdvag pe

TPOCOXM QTFPEUYOVTAG TUXQAIES ETAPES. -

[AlvaTe T BeAGva pe CAGTOUXO SiIGAULA (pE TTPOTBAkn ATApivAg).

MNpayuaTomoNoTE ToTIKA avaiadnaia av 10 {Tioel o aalevig.

QpioBetAaTe TNV MEPIOXM WUE EVa QILOTTATIKG AGTTIXO.

FupIaTE TV MAGYIQ TAEUPGA TG RUTIC TTPOC Ta £TTGVLW, SITAGOTE Ta TITERUYIA KA1 MAOTE Ta xar 1a S0

wadi (av Sev uTTAPXQUV TTTEQUYIG THAGTE Tn BEAGva) XaTd T SIGEKENT EITaywyaAg TS Beaovag.

(11 BEAOVEG WE TTACUPIKA OTTR, MPOTPEDETA! €vQ GXOUN KAVAM KG: KATA GUVETIEIQ HEYGAUTEDN QILGTIKA

pon).

(£11¢ BLAGVEG € TIEDIGTPEPOUEVA TTTEPUYIG, TO PaUPO anueio aTn BeAdva Seixver 6T 10 MAGYIO Tuiua Mg

UUTNG EiVEr YUPIOPEVO TTPOS TG AV, £VU) TO KOKKIVO SEiXVEI OT) T0 TAGYIO THAKG TG PEAdvag tival

YUPIOHEVO TTPOG T XGTW),

. TomroBeteioTe T BeAGva aMOPEUYOVTag TOAaULATIOHOUS OT0 AYYEIO (Ywvi EI0aYWYAG 25° -407).
TomoBEreioTe MPWIA TV CPINPIGKA BEAGVG XQ1 TN GUVEXEIS TN PAERIKA. F1a va TTpoAGBEre Ty
QVaKUKAGYOIa, N PAEBIKA BEAGVG MPEMEN TAVTa va BpioKkeTas TOUAGXIOTOV 15 XACT. LITdVW QIO 1Ny
apnpiaxn feova.

(H xpAan povrg Peadvag Tpodmestte wia uovo Sidrpnan)

8. KaBobnyhaTe v ticodo tng SeAdvag oTa ayyeio.

9. EAiyére 11 GwaTA E0aywyA MG BEAVAS TaPATAPLIVIAG T0 OPUYHIG KOI 0T GUVEXEN YEMITTE TV XdVoUAG
pe giua. '

10. ByGATE €€ DAOKAAPOU TOV GENA GTIO 1) BEAGVE KQI UTTAOKEPETE WE £V OUVSLTAPA fMV GIMATIXA YRauUN.

11. TonoBeTAaTe 1 feAdva xCi OTABEPOTIONCTE TG MEPUYIC WE éva 10Ipoto. To onueio €oaywyng g

BeAdvag mpLTE va Eival 0paTo.
12, ByaATE 10 KATIGKI TOU GUVEETNDG e KQI CUVGETE TN GILGTIKN YPGKWA LE OONTIMIXG TpOTTO. My guvEELTE
My apINEIaKA ypauun Le 1n YAeBikn SeAove xar aviidera.
13 EALyk1e TPOCEKTIKG 1NV Bipn NG BEAOVOC X1 OAEG 1K QUVEEDDIS TV X1 x1Q 11} SIGOKENS TV MPWIWY
Aewy. O oSS € bclr_b

S A AR U EAFVYAVIOT UV FT e Sn vives s Ayt nTTTEe fyS8EY0UEVIC quarticie Sanonst

e

o

-~

== _—

4 f— 4
c € Manufactured by Fabriqus par /- JMS CO.,LTD.

Hergeslelft durch / Fabricada par/  12-17 KAKO-MACHI, NAKA-KU,
0123 Tiverkadav/ Krameuale g/ HIROSHIMA 730-8652, JAPAN

& -
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ChRGH D mu@DRH-FO_ISTATUS@fda.h)‘uu lglsu! 7 O&A@J“\w



Records processed under FOIA Request 2014-7433; Released 10/23/14

A.V. FISTULA NEEDLE SET

INSTRUCTION FOR USE

INDICATIONS
'EAD THIS INSTRUCTION BEFORE USE.
ARTERIOVENOUS FISTULA NEEDLES arc indicated lor hemodialysis. hemofiliration and

‘hemodiafiltration.

AV fistula needles are indicated fur use in conpunction with other procedures requirtny access o the
hivod stream.

CONTRAINDICATIONS
The use of fistula necdles is not i itsetl a medical treatment.
However, contraindication may be nherent in the procedures for which the access to the blood. gener-

ally associated with punctures by acedles of 10 conpunction with extracorporeal circuit.
Thiy therefore restricts this Jevics (o an order by a physician.

This device should be used to tollow physician’s instructions.

WARNINGS AND PRECAUTIONS

s

-
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.SINGLE USE

Fistula needles are intended for single use only. DO NOT REUSE.

.STERILITY

The single blister packaginy af the needle only assures sterihity of the blood path.
Needles in damaged or improperly sealed biister packages or those with detached or missing pro-
tector caps and needle covers may be non-sterile and should not be used.

. An aseptic technique is required durtng treatment. DO NOT TOUCH THE NEEDLE AND THE

END SURFACE OF LUER CONNECTOR.

.PERFORMING PUNCTURE

An aseptic technigue is required when preparing fistula nesdles for venipuncture.

Proper cleansing of the vessel access area must be performed (o avord contamination dunng the

needle insertion process.

An aseplic technique is required to avoid contamination of the blood path when connecting the

fistula needles to the bicod lines.

During the first minutes of operation and at several imes during dialysis there should be visual

inspections of the needles and connections to detect leaks and avoid blood loss.

There may be slight differenc luer connectors in blood lines provided by different manufacturers.

These differences in size result in possible blood leakage or separation at the connector. To guard

against these passibilities, join firmly male and female luzr connectors each other, Taping assures

connection. The connection should be visible at any time for visual inspections during dialysis.

IMS luer lock connectors comply with [SO 394,

LEAKS

In spite of great care in production. lcaks of fistula needles cannot be excluded absolutely. Some

disinfectants also may cause material cracks. Connectors break or crack under zxcessive force.
Yese damages of the parts may result in blood loss or aspiration of air into the blood line. Air
itering blood circuit can cause air embolism. Therefore use an air leak detector at all ume. For

_ ceturn of blood to the patient at the termination of dialysis the use of air should be avoided. All

catical areas of the extracorporeal ciccuit should be visually inspected during the treatment.
KINKING

During hemodialysis or any other treatment. avoid kinking. twist or occtuding of tubing. Excessive
pressure may damage the extracorporeal circuit.

. Sincs exposure to blood and blood-byproducts carries the risk of transfer of infectious.diseases. for

example Hepatitis and HIV AIDS. the person performing the venipuncture proccdurc' and-concern-
ing the treatment of dialysis should avoid direct contact with the patient's bivod. Protective equip-
ment such as gloves, gowns, masks and eye shiclds shouid be utilized routinely.

After use. disposal should be done to protect infectious diseases for all concerning persons.

The person using necdles should be careful to avoid accrdental needie sucks.

Do not wipe this device with disinfectant such as alcohot, which may cause loosening of connec-
tion with blood line. or may cause leakage due to device damage.

IMPORTANT NOTICE

1

.STORAGE

Fistula needles should be stored in the original shipping carten. and in clean. dry and cool rooms.
(5°C -~ 30°C, 20% to 30% relative humidity)
PROTECT FROM WETNESS. DO NOT EXPOSE DIRECTLY TO THE SUN

-SHELF LIFE

Sterility of the fistula needles is guaranteed for 60 months. It is necessary fo store properly in the
original packaging consisting of triple protection. The expiration date is printed on blister packs
and carton labels. The products should be used according 1o the principle “first in-first out.”

ODIRECTION FOR USE
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- This device should be used aseptically and maintaining sterility.
2. After thoroughly cleanse the vessel area lor puncture. carefuily disinfect assuring the venipuncture

area is not contaminated.

When the needle is removed from the blister pack 11 shuuld be inspected for gross damages or
particles in the lumen. The luer cap should be checked and tightened.

The needle cover should be carefully removed ta avoid touch coatamination of the needle.

- The needle may be ushed with saiine (saline may be hepaninized).

Al 4 patient request local anesthesia may be used. With 4 tourniyuet applied proximal a suitable
puncture area is sclected.
Fold winys over the hub securely with the beve! facing up.
9 back eve type ncedles, the hole functions as an additional flow channel to permit sutficient
ate.]
totating hub type, the htack dot on the hub indicates bevel facing up and the red dot indicates

“adwn. |
1.

Insert the needle smoothty into the blond vessel tinsert angle 15° = 40¥). [t 1s recommended to
place the artenal needle first and then the venous needle. To prevent recisculation un the hevel. the
veaous needle must always be at least | Smm downstream from the antertal needle.

[Single needle type is punctured vae time. ]

- Gently guides the needle 1nto the bload vessel 1o achieve secure placement

Oh\ﬂvll\g pulsation of Mood, 11l the tbe with btood and sabine. Clamp the tube.

AlLair in the products shouid be climinated enlirely

Secure the needle alignment and tix wing wuh wpe Using any taping method the necdle entry ate
~houtd be remain visible.

-Detach the cannector <ap and conoect with blomg line aseplicatly,

SET D’AIGUILLES POUR FISTULES ARTERIO-VEINEUSES

NOTICE D'UTILISATION

INDICATIONS

A LIREATTENTIVEMENT AVANT UTILISATION

LESAIGUILLES POUR FISTULES ARTERIO-VENEUSES “ont tndiquées pour I hémadualyse. {hémori et " bemodiatil

Lies asgudtles pour fissuies aneno-sewneuses sont indiquees pour une utiliation Jans toute procedure nécessitant un acees 3u (1ux saaguin,

CONTRE-INDICATIONS

Uemplos d"aiguilles pour fistules re constitue pas en sot un traitement médical.

Toutetuss. des contre-indicatiuns peuvent evster dans e 2adre des procédures ' we2say ang. géacrlement assaciées aus prgdres par
dJes aiguriles vu en relaton avec 13 aircuidiion 2racorporelle

C est pourquos ce produit dott étre prescnt par un medecin.

Ce prondunc dort étre employe contormement aux 1structions du médecin.

AYRTISSEMENT ET PRECAUTIONS

USAGE UNIQUE

Les agurlies pout fistules sont prevues pour un usage unique. NE PAS REUTILISER

STERILISATION

L'embaltage des aiguilies ¢en blisters individueis zaranut uniquement le caractere stérile du tajet sanguin. Ne pas utiliser toute
uguiile doat I'embailage serait endommage ou mal f2rmé. ou dont le capuchon protecteur ¢tle cousercie " uguille serauent détaches
U manquants.

Une techmigue aseplique est requise pendant le taitement. NE PAS TOUCHER L'AIGUILLE ET LA SURFACE D'EXTREMITE
DU CONNECTEUR LUER.

REALISATION DE LA PIQURE

Une technique aseptique est requise lors de 12 preparation 3" aiguilles pour fistules pour ponctions veineuses.

U nentoyage 1oprogné de la zone " accés au vaisseau dor: 7 réatisé, afin d'éviter touts contamination lors du processus d incroduction
de taguille.

Une techaique aseptiyue est regurse pour 2viter 1 2oatammation du trajet sanguin lors du raccordement du set d"uiguilles pour

-

™

s

“

fistules aux vaisseaux sanguins.

Pendant les premicres minutes de fonctionnement ct 3 plusicurs repnses au cours de fa dialyse, if convient de verifier visuellement fes
asguilles et les racconds afin de détecter toute fuite éventuelle et d"éviter toute peste de sang.

Les connecteurs Luer des arguilles pour ristales peuvent presenter de légeres différences seion le fabricant. Ces différences de wile

o

peuvent engzadrer des fuiles de saag ou une séparation au niveau du connecteur. Pour éviter ces phénonenes, maintemir fermement
les connecteurs Luer miic et femelle 'un contre |"auzre. Fiver avec un ruban adhésif pour assurer la connexion. CzHe-ci dout étre
cations visuelles. Les connecteurs & vermourliage Luer JMS sont

visible 3 tout moment lors de la dialyse. arin dz permaters dz
onformes 3 fa norme [SO 5§94,
1. FUTTES

En dépit du grand soin apporte lors de La fabncauon, !s risques de fuite des anguilles pour fistules ne peuvent totalement éue-exchus.
Centains désinfectants peuvent egalement causer des dssures dans les maténaus. Le connectaur peut se casser ou s fissurer s'if est
soumis 3 une sollicitation excessive. Le [ait que ces éléments soteat endommages peut entrainies une pene de sang ou une introduc-
tion d"air dans les vaisseaux sanguins. La penétration d"air dans [e flux sanguin peut causer une embolie gazeuse. Un détecteur de
prise d"air est done requis en permanence. Eviter |'emplor dair pour le retour du sang vers le patient 3 1a fin de la Jialyse. Toutes les
zones cntiques de [a circulation extra<corporstle doiveat fairs ["objet d"examens visuels au cours du trantement.

3. TORSION
En cours d hemodialyse ou de trai earable. éviter toute torsion, pli o occlusion des rubes. Une pression excessive risque
¢’ endommager ie circuit extracorporel.

9. Etani Jonne que }'exposition au sang &t aux sroduits du sang entraine fe fisque de transfert de maladies infectieuses, comme

I"hepatite, le virus HIV du Sida. ta personne exécutant 12 procédure de ponction veincuse et assurant le traitement par dialyse doit
éviler tout contact direct avec L sang du patient. Il contvient de porter systématiquemment les équipements de pratection habituels :
2ants, Labliers. masques. lunettes de protection.
10. Aprés uuilisanon, la mise au rebut dort s"effectuer de fagon 3 proiéger toules les personnes concemées contre des maladies infecticuses.
t1. La persoane employani les aiguilles doit veiller 3 a2 pas se piquer avee czlles<t.

REMARQUES IMPORTANTES

i. STOCKAGE
Les aiguilies pour fistules dowent étre siockéss dans leur carton "emballage d"ongine. Jans des préces propres. seches et tempérées
15°C - 30°C. 20% 3 80% d’humdité refanve).
NE PAS HUMIDIFIER, Nt EXPOSER DIRECTEMENT A LA LUMIERE SOLAIRE-

2. DUREE OE CONSERVATION
La sténilité des aiguilles pour fistules est garaniie pendant 60 mois. [ est né de les stocker ¢ dans leur
d’ongine 3 triple protection. La date de péremption est umprimée sut les sachets de blisters ainsi que sur les cartans. Les produits
doivent éire employés immédiatement et dowent se voir appliquer le prncipe “fistin first out™,

MODE D’EMPLOI
1. Ce produtt doit étre cmployé avec un septiqué et sa sténlité dout étre préservee.
2. Apres 2voir nettove la zone Je 1a pigure, désinteeier soigneusement pour " assurer que | zone de ponction veineuse e SN pas
contamines.

M,

3. Une tors I"uguille retirce de I"emballage en blister, recherher 3 la Jumigre d"évencuels d ges imp ou la présence ¢
de particules. Le capuchon Luer doit étre vénfié et seme. Retirer le couvercle de I"aiguille délicaicment. afin d'2viter toute contami-
aanon de 1" uguille par contact.

a

L' nigutlle peut étre nncée au sérum physiologigue (e sérum peut étre hépannisé).

Une anesthésic focale peut étre prauquet [ demande du patient. Avec un gavor apphqué 3 proximité. une zone d¢ piqire 3ppropnic
est sélectionnee.

Repiter ies “uies” par dessus la yarde. avec e iseau onenté vers le haut,

Pour les aiguiiles de type “back eye™. I'onfice tonctionns 2n raat que canal de flux supplémentaire alin de permettre un début

P

>

sutfisant,
Pour te type 3 garde rotative, le point noie ligurant sur la garde corespond au cote supeneur { biseaut ¢t le poinl rouge u J0té
aféneur.
Introduire déficatement I'aiguille dans le vaisseau sanguta (angle d'introduction «40%). [l est consentlé de placer " abord
I"atguilie anenelle. puis I*aiguille veineuse. Pour eviter ta recircutation sur e biseau, I"nguilie vetneuse doit tovjours s¢ Mituer 3 1S

~

mm menmum cn aval de 1 siguiile anencile.

| ¢ type 2 aiguilie simpie cst entonce une seule ots.

Guider ' arguille dans le vaisseau \anguin de 13000 2 2ssures fe placement de Iaguilke.

9. Obuerver les pulsatrons Ju sang, empie le tube e sang et de serum physiologiyue. Clamper fe tuoe.

Climuner ta wualite de t'ase present duns fes peoduts

11 Firer Ualgnement de 1" aiguille et 1"3tle avec un ruban whesil, Quelle yue sont fa methode de fixauon uilisce. e pornt Jentree de
1" nnguilie gl tougours resier viibie.

12, Enlever le capuchon du connecteur. pun le rcconder eptiyuement au ciecust sanguin. I cuavient J"ésier Je raccondet 1a wuture

antenetle avex | aigulle veineuse et mvenement.

1.4 posttion des sipunlies et ['ensemble des raccords Jurvent étre venfies svant le debut du (ranement el 4u coun Jen premieres

minutes de velui-ci, Au cuun Jde 13 dialyse. les raccerds et ies ponms de pradres dorvent taire Uotiet J eramens visueh, slin de

=

Jetectet loute tuite eventuelle et d'evier nute fene g wang.
31;;'.2";3.1";‘\"5@&.. I?JQQ“'ﬁIﬁﬁFQAZWRW@CEIIﬁI‘p at CDRH-FOISTATUS@fda.hhs.gov or 301 79&178 "2

atonerstnan Nienn
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DIALYSEKANULEN

Anwendungshinweise fiir Dialysekaniilen

WICHTIGER HINWELS
LESENSIE DlESEANWENDUNGSH[NWElSEVOR BENUTZUNG

IMS-DIALYSEKANULEN sind fur den Gefiibzugang bei Himodialyse. H:

&1 und H fianil .

Sie konnen auch fiir andere extrakorporale Behandlungsverfahren cingesetzt werden, ber denen e ergrebiger Zugang

um Blutkseisiauf benotigt wird.

GEGENANZEIGEN

Der Einsatz von Dialysekanilen (st fur sich betrachtet noch keine medizinische Behandlung. Dialysekandlen durfen

sber bei Patienten nur 2uf arzthche Anordnung verwendet werden.

WARNUNGEN UND VORSICHTSMASSNAHMEN
. EINMAL-VERWENDUNG

!
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Dialysekanuien sind fur den Einmalgebrauch besummt.

NICHT WIEDERVERWENDEN!

STERILITAT

Durch die Einfach-Blisterverpackung ist aur die Sterilitit des Blutweges gewiheleistet. Kanulen in beschadigter
oder nicht elawandfrei verschiossener Verpackung oder mit abgefalleaen oder fehlenden Schutzkappen. konnen
unsteril sewn und ddrfen nicht verwendet werden.

Wihrend der Handhabung der DIALYSEKANULE sst die Stenlitit des pruduktes zu wahren. BERUHREN SIE
NICHT DIE NADEL UND OIE STIRNFLACHE DES LUER-KONNEKTORS.

. PUNKTION

Bei der Punktion ciner DIALYSEKANCLE ist ¢ine aseptische Technik anzu . Das Punktionsgebiet ist
eriindlich zu reinigen und zu um cine K wahread der Punktion auszuschlieBen.

Beim Anschiud der 8lutschliuche an die Dialysekanulen ist eine aseptische Technik ist erforderhich. um eine
Kontamination .:uszuschlielkn. Wihrend der ersten Minuten nach Start der Behandlung und wahrend der Dialyse
sollten das P biet und die Verbind derholt nach Undi iberpnift werden um Lutteintnit
und Blutvertuste zu verhinder.
Die P X ‘ der

o d ioh

len Standard fir medizinische
keil und zum unbeabsichti Losen

vom inter

he kénnen b
Diese Abweich Kkonnen zu Undichti

Kegelverb
der Verbindungssticke fihren.

Um ein unbeabsichugtes Losen der Blutschliuche wihrend der Behandlung auszuschlieen. sollten Sie die
Gewi hen und die Kuppl i¢ zusdezlich mit Heftp sichern. Die Verbind {lea sollten

wihrend der Dialyse fur visuelle Kontrolien offen und jederzeit zugdngich scin. Die Luer-Koanckioren von IMS-

., Dialysekanilen entsprechen [SO 594, dem internationalen Standard fiir medizinische Kegelverbinuagen (Luer-

Konnektoren).

Undichtigkeiten

Trotz grobter Sorgfalt ber der Herstetlung, konaen bei Dialysekaniilen Uindichtigkeiten nicht absolut ausgeschlossen
werden. B he Desinfekti | konnen zu Sp issen im Material der Konncktoren
fiihren, Bei iibermifiger Kraftanwendung kénnen die Konnektoren dann auch gesprengt werden. Diese
Beschadig durch h Be H: kénnen zu Blutverlusicn oder zum Ansaugen von Luft in dea
extrakorporalen Kreislauf fiihren. Luft im extrakocporalen Kreislauf kann Luftembolien verursachen. Wihrend der
Dialyse ist es deshaib zwingend erforderfich. cinen auch auf Mikroschaum reagierenden Luft-Detekior einzuschalien.
Beim Rickfihren des Blutes am Ende der Dialyse sollte mit Infusionsidsung substituiert werden, um den Eintritt
von Luft in das System zu vermeiden. Alle kritischen Punkte des extrakorporalen Kreislaufs solltea wihrend der
Behandlung wiederholt visuell kontrollient werden.

Wihrend der Behandlung, ist das Abknicken, Verdrehen oder Abquetschen der Schliuche zu vermeiden. Bei
iibermiBigem Oruck kénnen sich Verbindungen im Systern lasen oder Teile geschidigt werden.

. Da beim Kontakt mit Blut und Blut-Bestandteilen immer die Gefahr der Ubenragung von Infektionskrankh
2.B. Hepatis oder AIDS. besteht, soilie die Person. dic die GefiBpunktion durchfiihrt. den dirckien Kontakt mit dem
Blut des Patienten vermeiden. Schutzvorkehrungen wie das Tragen von Einmal-Handschuhen. Schutzkleidung.
Gesi ke oder Augenschutz sallten ¢ g gewroffen werden.
Nach Benutzung sind Dialysekaniilen so zu entsorzen. da alle betrofT Personen ver [nfekii geschitzt
sind.

12, Das Pflegepersonal sotite mit groBier Yorsicht arbeuten. um sich mit der Diaivsekanile nicht zu verletzen.

WICHTIGE HINWEISE
I. Lagerung
Dialysekanilen sind in den geschl Origi in staubfreien, kiihlen und trock Riumen zu lagem

1a

(5°C bis 30°C; 20% bis 30% relative Luftfeuchtigkeit).
VOR FEUCHTIGKEIT UND DIREKTER SONNENBESTRAHLUNG SCHUTZEN.

. Verwendbarkeit

Die Sterifitit der Dialysekanulen wird fir 50 Monate garantiert. Sic mussest in der Original-Verpackung. bestchend
aus Blister, Spenderkarton und Versandkarton. getagert werden. Das Verfalldatum ist auf der Blisterverpackuag und
auf den Kartnnautklebern aufgedrucke. Es sollte immer zuerst die iiltere Ware verbraucht werden {First in-first out).

ANWENDUNGSHINWEISE
. Das Produki solite unter aseptischen Bedingungen und unter Wahrung der Sienlitit einécsc(zt werden.
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Nuch griindlicher Reinigung dse Aames ist der Py bereich sorgfiliig zu d

Nach dem Entnehmen aus der Blisterverpack ist die Dialysekaniile auf sichibare B
Fremdkaérper im Lumen zu uberprulen. Der Festsiz der DrehverschiuBkappe ist zu prufes und gegebenenfalls
nachzuzichen. Die Kanilenschutzkappe vorsichtig der Kanle zu d
Das komplette Geriit solite mit sienler Koch kann heparimsiert

hadigungen oder

haah

um eine Ki
it werden (die K

durc]

semnd.

Bei iingstlichen Patienten kann ¢ine Lukalansthesie durchgefihn werden.

Nach dem Zusammenialten des Fliigels wird der Anschliff entsprechend der Punk
anerielien Kamilen verhinden die Seitenoffung cin Ansaugen des Anschliffes an der GefiBwand. (Wenn eine
Kantile mit drehbarem Fliigel berests im Gefil fieft, zergt der schwarze Punkt auf dem Kanulenhalter die Ausnchtung
der Anschliff-Offaung an. Wena der rote Punke sichbar ist, ist die Anschliffoffnung nach unten pgedrehtl.

Di¢ Kantle ist 1n einem Winke! 2ur Haut von 25% - 40° zu punktieren! Es wird empfohlen, zuerst die anenielle und
dann die venose Kanule zu punktieren.

Zur Vermenlung von Rezitkulation sollte die venose Kantile 1n cinem Mindestabstand von |S mm punkiiert werden
(stromabwiirts von der urtenetlen Kanule). Bei Single Needle Technik wird nur eine Spezialkanule mit Y-Stick
verwendel,

Kanule wt vansiching in die gewiinschte Posation in das GefiB vorzuschicben.

Ber guter Lage des Anschhifes im B olite die dule hei lesigezog DrehverschluBkappe im
A Iuschlauch pulsieren. AnschiieBend kann das Gersit mit stentler Kovhsaizidsung gespult werden. Am Ende
Jer Prozedur sollte die Luit un Schiauch vollstindig Jurch Fliissigh gt sen.

hnik ausgerichtet. Bes

_ ie Kanulen s1nd in der gewahlien Positon mat Hettptlaster zu fisieren. Die Stelien, an denen die Kanulen die Haut

pertoneren, sollte aber offen bleben.
Ber zeschivnener Klemme und nach Enttemen der Drehverschlu-Kappe werden die Panenien-Konnektoren des
Rlutschlauchsysiems und die Konnekioren der Dealysekanulen mit stercher Farbkodieruny verbunden. Ein

mumbches \'m:mecsnﬂnsg !

Pociion der Kanulen und stle Verbiadungen e extrakurnoraien Systemmy mussen vor und bet Stan der Dnalvae
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SET DEAGUJAS DE FISTULA A.V.

INSTRUCCIONES DE USO

INDICACIONES
LEA ESTAS INSTRUCCIONES ANTES OE SU UTILIZACION
LAS AGUIJAS DE FISTULA INTRAVENOSA estin indicadas para su utilizacion en hemuodialisis, seme s lire—s,

hemodiafiltracion.
Las agujas Je fistwla A.V. pueden ser utilizadas en combinacion con cualquier procedimuentn que reGIZA 4 3TTes

circulacion sanguined.

CONTRAINDICACIONES

El uso de ias agujas de fistula no constituye <n i mIsmOo ua tratamiento medico

Sin embargo. pueden cxistir contratndicaciones a las procedi . 8 2SOCIAIN 3 PUACIOT.
con agujas u @ 105 JIFCUIOS EXICODOTDS.

Por lo 1anto, su uso deberd ser pressnto por un medico

Este disp debe utili do tas 1nsis médicas.

ADVERTENCIAS Y PRECAUCIONES

e

[

.-

w

o

~

©

10.

. Se requiere ¢l uso de una tecnica aséptica para evitar 1a inacion de la via sang

. UNSOLOUSO

Las agujas de fistula estin disedadas para un salo uso. NO SE DEBEN RELUTILIZAR.

ESTERILIDAD

El envase individual de 1a 3guja. garantiza dnicamente la esterilidad de 1a via sanguinea. Las agujas procedente:
baiajes dafados. sellados 0 aquellos cuyos tapones de proteccion esten sueltas 0 1.0, fueds

no conservar su estertlidad y no dbea ser utilizadas.

Durance cf tratamiento se requiers el uso de una tecmica aséptica. NO TOQUE LA AGUJA NTLA SUPERACH

DEL EXTREMO DEL CONECTOR LUER.

PUNCION :

Cuando se preparen las agujas de fistula para la venopuncion se requerird ¢f uso de una técnica asentica, 3e

cealizar una cocrecta iimpreza el drea de acceso al vaso. evitando as1 12 contaminacion urante fa introdu.

ia aguja.
cuando se conecta iy

aguja de fistula con la linea sanguinca.

Duraate los primeros minutos del proceso. y varias veces durante la didlisis, se deben inspeczionas « 1suaimente las
agujas y las conexiones, con el objeto de detectar fugas y evitar pérdidas de sangre.

Pueden existir ligeras diferencias en los conectores Luer de las agujas de fistula suministradas por Jiferenizs
proveedores. Estas diferencias de tamado pueden dar lugar 2 pérdidas de sangre 02 [a descanexion dal sistema. Pas
evitarlo, una firmemente los conectores Luer macho y hembra. Para asegurar 13 conexion, dé unos ligzros golpes
lo que p ila visual durante ia dialisis

La conexion debe permanecer visible en todo
Los conectores Luer FMS se ajustan a la norma 150 5%4.

FUGAS

A pesar de las prec: de fabricacion, es i ble descartar por campieto 13 posibitidad de ove s¢
produzcan fugas. Algunos desinfectantes también pueden daitar los materiales de fabricacidn. Los conector
ramperse b agrietarse si se aplica una fuerza excesiva. Estos daiios en las piezas pueden provocar pérdida

o la entrada de aire en el circuito de la linea sanguinea. La entrada de aire ea ¢l aireuito podnia causar un.

gaseosa. Por ello, en todo memento debe utilizarse un detector de fugas de aire. Debe evitarse el empleo deTaire
para retornar 3 sangre al paciente una vez finalizada fa didlisis. Todas las zonas cnticas dei circuito extracorpéreo
deben ser inspeccionadas visualmente durante el transcurso del tratamiento.

PINZAMIENTOS

Durante la hemodidlisis. u otro tratamiento similar, evite que el tubo utilizado sufra pinzarmientos. acodamientos v
oclusiones. Una presion excesiva puede dafar el circuito extracorporeo.

. Dado que la exposicidna la sangre y a fos componentes sanguineos conllesa el riesgo de transmisidn de 2nfermedades

infecciosas. por ejemplo hepatitis, HIV SIDA, la persona 2 cargo de 1a venopuncidn v def tratam:ento de didlisis
debe evitar el contacto directo con la sangre del pacientc : Deben unlizarse rutinariamente sistemas de proteccion.
como guantes, batls, mascarilias y proteccida ocular.

Después de su utilizacion, deseche cl dispositivo para evilar el nesgo de enfermedades infecciosas en todas las
P implicadas en el

Las personas que manipulen las agujas deben extremar el cuidado para evitar pincharse accidentaimente.

AVISO IMPORTANTE

.

INSTRUCCIONES DE USO
I I

5

-

(PN

o

< =

ntact FBME BRI CE/BIDaPCDRH-FOIS TA T USSR gov At

_ Retire el 1apon v conecte, usepticamente, sk circust

ALMACENAMIENTO

Las agujas de fistla deben ser almacenadas en su embalaje original. ¢n un recinto fimpio. seco ¥ fresco (5°C -
10°C. 20% 2 80% de humedad relatial.

NO MOJAR. NO EXPONER A LA LUZ SOLAR DIRECTA-

PERIODO DE VALIDEZ

La esterilidad de las agujas de fistula estd garantizada durante 60 meses. Es necesario aimacenarlas adecuadamente
en su embalaje onginal. que consta de una Lripie p 6n. La fecha de caducidad estd impresa en el blister y cn 1as
ctiquetas del eavase. Los p deben uali di ¥ debe seguirse ef principio “FIFO™.

Este disp debe andpti ey ieado su
Después de limpiar minuciosamente el drea del vaso en que & hard fa puncion, desinfecte cuidadosamente.
asegurdndose de no contaminas ¢l drea de venopuncion.

Cuando se extrae la aguja del envase. debe ser inspeccionada en busca de pasibles daRos 0 parucuias en
El tapon luer debe ser apretado y revisado visualmente. Se debe retirar curdadasamente la cubrema 22 13 agu)a pary

2! lumz2n

evitar la contaminacion de 1a musma.
La aguja debe lavarse con una solucton salina (que puede coatener hepannal.

 Si el paciente lo solicita, se puede ulizar anestesia local. Apligue un tormiquete €n povician proumal v seleccintz

un ires adecuada para la puncion.

Doble firmemente las aletas sobre 1a cinula de 11 aguja. con 13 pane brselada onentada hacia amba.

{En 1as agujas fenestradas, 1a ventana actua como un canat de flujo adicional que perm:ired un caudal

|En la aguja rotatona. cl punto negro en la cinula indica que fa parte biselada estd onentada hacia amt

f0j0 yue esti orientada hacia abajo.| —
Introduzca suavemente la aguja cn ¢t vasa sanguineo (angulo de \nsercion de 25° = 40°1. Se recomienda colocar en
pnmer lugar 12 agupa artenal y después la aguja venusa. Pars evitar 1 recircuiacion en 1a purte bisetada, 2 agugs
venosa debe estar, 3l menos. 1S mm comente abao de 14 2gup snenal.

(En el caso de la aguja de unipuncén se realiza un solo pinchazo.|

. Guie suavemnente [a aguja en el vaso \anguineo hasta conseguir un emplazamiento segura.
Observando |a pulsacion de la sungre, llene ef tubo con sangre ¥ <olucion salina. Pince el twbo.
| Se debe eliminar campletamenie et aire e {n productos utiteados.
- Unavez a 13 aguja fije has aletas con esparadrapo. Independ del metudo utilizad

para su fijacon, el punto de enteada de ta aguja debe permanecet vistble.
0 sanguineo. Se debe evilar conectar |a comente artenal con

Jgu)a YENOKA, Y VIKE-vensa,
i 0, ¢ Uchen revisar curdadosamente la culucacion de tax

ﬂ'.nz%n&"lqa&mme 118 conevinnes ¥ lon puatos e

gy Yy
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Questions? Contact FDA/CDRH/OCE/DID at CDéI—Q‘FOISTATUS@fda.hhs.gov or 301-796-8118
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A.V. FISTULA
NEEDLE SET

(WD |

SRR

JMS CO.LTD.
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Winged Luer-Lock connector permits
secure and easier connection with
blood line. All the dimensions meet

with SO specification.

State-of-the-art JMS cannula making
technology allows smooth and painless
needle insertion with minimal trauma to
the fistula, minimizing puncture site
bleeding and post dialysis bleeding
while allowing for better longevity of
the fistula.

The ideal needlie bevel geometry developed
with our experience over the years and
thorough clinical evaluation promises
consistent superb sharpness and no
coring effect.

JMS's original and unique oval back eye
functions as an additional flow channel to
permit a sufficient flow rate should the
needle bevel adhere to the vein wall and
obstruct the blood flow.

/\/5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. . Soft, pliable and kink-resistant tubing.
Integrated light-weight ratchet clamp

for on-and-off procedures and in case of
emergency. Clamps on Rotating Hub and
Twin-Pack needles are color coded.

Rotating hub; the needle hub can be
rotated or re-oriented without disturbing
the wing fixation when it is needed. Black
and red dots indicates bevel 'up' or
'‘down' position.

Original polymerized silicone coating
is the key to desirable lubrication.
While it offers maximum ease of
puncturing, silicone related risks are
minimized; such as released silicone
into blood stream and prolonged
post-dialysis bleeding.

14

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



et

This set includes a carefully designed Y-
piece joint and rotating hub. This combi-
nation permits the convenience of needle
bevel rotation and secure compression

free fixation as well as high dialysis

efficiency by using minimal dead space
which allows for a smooth flow without

turbulence.

[ —

Rotating hub

Least dead space and
smooth flow /\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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us modialysis
treatment, but are also widely used as
blood access devices for other extracoporeal
applications. Its laminar flow inner configuration
without gap and siliconized inner lumen
greatly reduce clot formation and damage
to components. JMS needles are much
appreciated for apheresis and automated
blood components collection, where blood
flow is low and higher quality of blood
component are demanded.

JMS

Insert-molded needle hub
holds needle without gap.

Others

Epoxy resin Gap between needle and
hub is prone to generate
blood clotting. J

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

STERILE | R
Sterilized by gamma
irradiation
Tube Length 15cm (6") Tube Length 30cm (12")
Needle Size Needle )
: Arterial Venous Arterial Venous
t Length
(Outer Diameter) g Back eye No back eye Back eye No back eye
14G (2.10mm) 1" (25mm) 14-270-11 14-270-10 14-271-11 14-271-10
4/5" (20mm) 15-270-21 15-270-20 15-271-21 15-271-20
1" (25mm) | 15-270-11 15-270-10 15-271-11 15-271-10
4/5" (20mm) 16-270-21 16-270-20 16-271-21 16-271-20
1" (25mm) | 16-270-11 16-270-10 16-271-11 16-271-10
4/5" (20mm) 17-270-21 17-270-20 17-271-21 17-271-20
1" (25mm) 17-270-11 17-270-10 17-271-11 17-271-10
4/5" (20mm) 18-270-21 18-270-20 18-271-21 18-271-20

Prefix 62 for JMS (Japan) product code (e.g. 62-14-270-11).
50 needles per dispenser. 10 dispensers (500 needles) per carton.

S

i

Made in Japan

STERILE | R
Arterial needle is with back eye and red clamp. Sterilized by gamma
Venous needle is without back eye and blue clamp. irradiation

g

th?tﬂfbsi;zgeter) T;?g:: Tube Length 15cm (6") Tube Length 30cm (12")
1" (25mm) 15-270-22 15-271-22
1" (25mm) 16-270-22 16-271-22
1" (25mm) . 17-270-22 17-271-22

Prefix 62 for JMS (Japan) product code (e.g. 62-15-270-22).
One arterial and one venous needle in a pack. 40 packs per dispenser. 10 dispensers (400 packs) per carton.

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

STERILE | R
Sterilized by gamma -
irradiation

Tube Length 15cm (6")

Tube Length 30cm (12")

Needle Size Needle , .
(Outer Diameter) Length Arterial Venous Arterial Venous
Back eye No back eye Back eye No back eye
1" (25mm) | 15-562-11 15-562-10 15-563-11 15-563-10
11/4"(32mm) | 15-572-11 15-572-10 15-573-11 15-573-10
1" (25mm)| 16-562-11 | 16-562-10 16-563-11 16-563-10
11/4"(32mm) | 16-572-11 16-572-10 16-573-11 16-573-10
1" (25mm)| 17-562-11 17-562-10 17-563-11 17-563-10
. 11/4"(32mm) | 17-572-11 | 17-572-10 17-573-11 17-573-10

Prefix 62 for JMS (Japan) preduct code (e.g. 62-15-562-11).
10 dispensers (500 needles) per carton.

50 needles per dispenser.

Made in Singapore
STERILE [EO

Sterilized by ethylene
oxide gas

Tube Length 15cm (8") Tube Length 30cm (12")
Needle Size Needle )
(Outer Diameter) Length Arterial Venous Arterial Venous
Back eye No back eye Back eye No back eye

1" (25mm | —

14G (2.10mm) ( ) 1435 1436
11/4"(32mm) 1437 1438
1" (25mm) 1541 1542 1543 1544
i 1/4"(32mm) 1545 1546 1564 1565
1" (25mm) 1610 1611 1635 1636
11/4"(32mm) 1654 1655 1676 1677
1" (25mm) 1743 1744 1745 1746
11/4"(32mm) 1754 1755 1756 1757
1" (25mm) | — — 1813 1814
11/4"(32mm) 1815 1816

Prefix 820 for JMS (Singapore) product code (e.g. 820-1435).

50 needles per dispenser.

10 dispensgers (500 needies) per carton.

Questions? Contact FDA/CE}?H/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Made in Japan
STERILE | R

Needle with back eye. Rotating hub. Steri!izgd by gamma
Two 11cm tubes with red and blue clamps. irradiation

wedosie et [ cwen |
14G (2.10mm) " (25mm) | 14-172-10
1" (25mm) l 15-172-10
1" (25mm) 16-172-10
sl 1" (25mm) 17-172-10

Prefix 62 for JMS (Japan) product code (e.g. 62-14-172-10).
50 needlies per dispenser. 10 dispensers (500 needles) per carton.

JMS Fistula needles are manu-
factured at two locations, Singa-
pore and Japan, to accomplish
greater output and geograph’
convenience.
Cannulae, which are the most™
important component of fistula
needles, are produced in-house
at our Miyoshi plant for its
through-production and also
shipped for further assembly to
our Singapore plant. These two
plants combined together pro-
duce the world's largest output
of fistula needles.

EC Cortificate
No.:G1 98 08 24781 016

Miyoshi Plant, Japan

Singapore Plant

CT-98-5-6015-K

JMS CO.LTD. Printed in Japan

12-17 Kako-machi, Naka-ku, Hiroshima 730-8652, Japan
Phone : +81-(0)-82-243-5505 Fax: +81-(0)-82-243-1976

JAPAN MEDICAL SUPPLY (S) PTE. LTD.
440 Ang Mo Kio Industrial Park 1, Singapore 569620

Questions? Contact FDARORHECEIBIB 4 EBRHFBISTRI s@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-@@ISTATUS@fda.hhs.gov or 301-796-8118
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FINAL PRODUCT INSPECTION

51
51

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH—FO{*SgATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOIé*I’QTUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FAIEJATUS @fda.hhs.gov or 301-796-8118
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STERILIZATION INFORMATION

Sterilization Method

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

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

LS

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



Records processed under FOIA Request 2014-7433; Released 10/23/14

5§

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FéIéTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO§S?ATUS@fda.hhs.gov or 301-796-8118
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INDICATION FOR USE

510(K) Number :
Device Name : Needle, Fistula
Indication for Use : Use for temporary cannulation for vascular access for

extracorporeal blood treatment. This device is intended to

single use only and is for temporary catheterization less than 30

days.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use_ or Over- The -Counter Use

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

at

60

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

I certify that in my capacity as Manager, Corporate Quality Management of JMS
CO., LTD., I will make available all information included in this premarket
notification on safety and effectiveness within 30 days of request by any person if the
device described in the premarket notification submission is determined to be
substantially equivalent. The information I agree to make available will be a
duplicate of the premarket notification submission, including any adverse safety and
effectiveness information, but excluding all patient identifiers, and trade secret and

confidential commercial information, as defined in 21 CFR 20. 61.

e

< 17
(Signature of Certifier)

_TetsuharuHirose
(Typed Name)

Teb. 12, 1999

(Date)

*(Premarket Notification
510(k) Number)

* For a new submission, do not fill in the 510(k) number blank. FDA will fill in this

blank with your 510(k) number when the number is assigned.

9

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-F%%TATUS@fda.hhs.gov or 301-796-8118
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807. 87()]

I certify that in my capacity as Manager, Corporate Quality Management of JMS
CO., LTD., I believe to the best of my knowledge that all data and information
submitted in the premarket notification are truthful and accurate and that no

material fact has been omitted.

Z
<

/
Signature of Certifier)

(Typed Name)

Feb. 12, 1999
(Date).

*(Premarket Notification
510(k) Number)

* For a new submission, do not fill in the 510(k) number blank. FDA will fill in this

blank with your 510(k) number when the number is assigned.

95

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOI@'ATI'US@fda.hhs.gov or 301-796-8118
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Attachment R

JAPAN MOHW Standard, NO.494
(Dialyzer type artificial kidney apparatus approval standard,
announcement No. 494, the Pharmaceutical Affairs Director,
the Ministry of Health and Welfare, June 20, 1983)

Reference - Atomic Adsorption Spectrophotometry in Japanese Pharmacopoeia

- Pyrogen Test in Japanese Pharmacopoeia

77

Questions? Contact FDA/CDRH/OCE/DID at CDRH-I—BOET-%TATUS@fda.hhs.gov or 301-796-8118
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QUALITY AND TEST METHOD OF I.V. CATHETER FOR ARTIFICIAL KIDNEY

(Dialyzer type artificial kidney apparatus
approval standard, announcement No. 494, the
Pharmaceutical Affairs Director, the Ministry
of Health and Welfare, June 20, 1983)

(TRANSLATED BY JAPAN MEDICAL SUPPLY CO., LTD.)
SPECIFICATION AND TEST METHOD

TEST METHOD SPECIFICATION
1. Material
a. Needle SUS 304, 304L, 321

b. Synthetic resin

i) Lead
Take 2.0 g of synthetic resin and cut The absorbance of the sample
into minute pieces. Put them into solution is not more than that

platinum or quartz crucible, moisten of standard solution.
them with 2 ml of sulfuric acid, heat (not more than l/Ag/g)
gradually to dryness, .incinerate by
ignition between 450 and 500°C.

In case of silicone rubber, take

2.0 g of rubber and cut into minute
pieces, put them into a platinum
crucible and add 2 ml of 'sulfuric

acid and heat gradually. After
discomposition, add 5 ml of hydro-
fluoric acid in order to discompose
and volatilize silicic acid and

heat to dryness. If silicic acid
still retains, add one or two drops

of hydrofluoric acid and heat to
dryness again. Then incinerate

by ignition between 450 and 500°C,

if necessary, repeat this procedure.
After cooling, moisten the residue
with water and add 2 to 4 ml of
hydrochloric acid. Then evaporate

it to dryness on a water bath;
furthermore, add 1 to 5 ml of
hydrochloric acid and dissolve with
gentle ignition. Add 0.5 to 1 ml

of a mixture of citric acid solution

( 12 ) and hydrochloric acid

(1:1 ) and 0.5 to 1 ml of warmed
ammonium acetate solution ( 2-5 ).

If any insoluble residue remains,
filter through grass filter. To

the solution obtained add 10 ml

of ammonium citrate solution

( 1-4 ) and 2 drops of bromothymolblue
test solution. Add ammonia test
solution until the color of solution
changes from yellow to green, and

add 10 ml of ammonium sulfate solution
( 2-5 ) and water to make 100 ml;
moreover, add 20 ml of sodium.

-1 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATU%a.hhs.gov or 301-796-8118
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diethyldithiocarbamate solution

( 1720 ) and mix. Allow to stand

a few minutes, add 20 ml of
methylisobuthylketone and shake
vigorously. Allow to stand, separate
the methylisobuthylketone layer

from the solution, filter, if necessary,
and use as the sample solution.

On the other hand, take 2.0 ml of
Stamdard Lead Solution and add water
to make 10 ml accurately. Take

1.0 ml of the solution and add 10 ml
of ammonium citrate solution ( 1-4 )
and 2 drops of bromothymolblue

test solution, proceed in the same
manner as the sample solution,

and use this solution as the standard
solution.

Perform the tests according to Atomic
Absorption Spectrophotometry in ,JP under
the following conditions, using

the sample solution and standard

solution.
Gas: Combustible gas Acetylene or hydrogen
Supporting gas Air
Lamp: Lead hollow-cathode lamp

Wave length: 283.3 nm,

ii) Cadmium The absorbance of the sample
To 2.0 ml of Standard Cadmium Solution solution is not more than that
add 10 ml of ammonium citrate solution of standard solution.

(124 ) and 2 drops of bromothymol— (not more than l/ug/g)
blue test solution, and proceed as

the sample solution directed under i),

and use the solution, as the standard

solution. Perform the tests according

to Atomic Absorption Spectrophotametry in Jp

under the following conditions, using

sample solution obtained in i) and the

standard solution.

Gas: Combustible gas Acetylene or hydrogen
Supporting gas Air
Lamp: Cadmium hollow-cathode lamp

Wave length: 283.3 nm ‘

2. Needle
a. Outer and Inner Surface

i) Outer Surface Free of unevenness or scrach
Observe visually.
ii) Inner Surface

Free of toxic oxide or dust
Observe visually.

iii) Point Free of hook
Observe visually.

iv) Internal Cleanliness Free of discoloration of
Extrude glycerine through cannula. glycerine.

o lof

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@3d4.hhs.gov or 301-796-8118
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b. Dimention

i) Outer Diameter (0.D.) of Cannula Allowance
ii) Length of Cannula Length (mm) Allowance (%)
| less than 20 +8
20-40 +7
40-60 45
more than 60 +3
iii) Taper Per JIS T-3101

Use a taper gauge.

1
% 0.635040.0025
,‘a J+6.7460 £ Q0025
c. Eiasiticity (cannula 0.D. does not Return to original shape

exceed 1.0 mm).

Fix cannula at the point A and press
the point B to bent it at 12 degrees,
and hold for 1 minute; as shown below.

= 8 ¢
= -,\:. fll FA

N

d. Pull test Needle must retain in hub
: during 1.5 Kg pull

3. Synthetic Resin Catheter

a. Strength of bending
Bind along 5 mm radius at 90 degrees. No break.

b. Pull test Catheter must retain in hub
during 1.5 Kg pull.

4. Extractive Substances

Take the portion which is retained in body, cut into a piece about 2 cm
in length. Place it in 100 ml of water cooled after boiling, extract at
50 + 2°C for 24 hours. After cooling, transfer the solution, add water
to make 100 ml, and proceed as the sample solution. Water cooled after

boiling, as blank solution. Perform the following tests using sample
solution and blank solution.

a. Appearance Almost colorless and transparent.
Observe visually Free of foreign matter

b. Foam test
Place 5 ml of the sample solution in The form produced disappears
a glass-stoppered test tube of about within 3 minutes almost
15 mm in inner diameter and 200 mm in campletely.
length, and shake vigorously for 3 /Ej:l,
minutes. 6 8
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c. pH

To each 20 ml of the sample solution and The difference of pH between
the blank solution add 1.0 ml of the two solutions is not
potassium chloride solution, prepared more than 1.5.

by dissolving 1.0 g of potassium chloride

in water to make 1,000 ml.

d. Zinc

To 10.0 ml of the sample solution add The obsorbance of the sample
diluted dilute nitric acid (1—-3) solution is not more than

to make 20 ml , and use this solution that of the standard solution.
as the test solution. Besides, to 1.0

ml of Standard Zinc Solution for Atomic
Absorption Spectrophotometry, add diluted
dilute nitric acid (123 ) to make
exactly 20 ml, and use this solution as
the standard solution. Perform the tests
according to Atormic Absorption

Spectrophotometry in JP, ‘using these both
solutions, under the following conditions.

Gas: Combustible gas Acetylene

Supporting gas Air
Lamp:: _ Zinc hollow-cathode lamp
Wave length: 213.9 mm

e. Potassium permanganate-reducing substances
Measure 100 ml of the sample. solution The difference in ml of 0.01 N
in a glass-stoppered Erlenmyer flask, potassium permanganate spent
add 20 ml of 0.01 N potassium between both the tests is
permanganate solution and 1.0 ml of not more than 2.0 ml.
dilute sulfuric acid, and boil for 3
minutes. After cooling, add 0.10 g
of potassium iodide, stopper, mix by
shaking, then allow to stand for 10
minutes, and titrate with 0.01 N sodium
thiosulfate (indicator: 5 drops of
stareh test solution). Perform the
blank test in the same manner, using
100 ml of the blank solution.

f. Residue on evaporation

Measure 20 ml of sample solution, The weight of residue is not
evaporate to dryness on a yater bath, more than 1.0 mg.
and dry the residue at 105°C for 1 hour.

5. Sterility Test"

Perform sterility tests in JP, provided Pass
that all components must be disassembled,

Cut tube and rubber stopper suitable

length, and immerse them completely.

Test for Medium
Type Volume(ml)
Bacteria Fluid thoglycollate 40
Medium I
Fungi Glucose-peptone 40
Medium

e 105
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6. Biological Test

Take 5 pieces of product, sever between metalic part and synthetic resin

part, and cut synthetic resin

a glass bottle, add 300 ml of saline,

part into suitable length.

Place them in

and extract at 70 + 5°C for 24 hours.

Allow to stand until solution temperature becomes room temperature, proceed

as sample solution.

a. Acute systemic toxicity
Use healthy male mice weighing 17 to
23 g and inject intravenously to

groups of 10 mice 50 ml/Kg body weight
of each solution.

b. Intracutaneous test
Use healthy 2 rabbits weighing more
than 2.5 Kg, and inject intracutaneously
0.2 ml of TS at 10 sites on one side
of each of 2 rabbits. Similarly, at
5 sites on the other side of each

rabbit, inject 0.2 ml of the blank
solution. .

C. Pyrogen test
Perform the pyrogen test in JP.

d. Hemolysis test

To 10 ml of sample solution add 0.1 ml
of defibrinated blood of rabbit, allow
to stand at 37°C for 24 hours. Besides,
perform blank test in the same manner.

e. Implantation test
This test is applied only synthetic resin
which is retained in body.
Prepare 8 sample strips by cutting the
synthetic resin to the size of about 10
mm in length and 1 mm in width. Sterilize
after rinsing with neutral detergent
solution, water and Distilled Water for
Injection successively. Prepare another
4 strips with negative control plastics
for implantation test in the same manner.

animals: Use 2 healthy male rabbits
weighing not less than 2.5 Kg.
Procedure: Insert each one test strip
in a sterilized 15-gauge needles before-
hand. Into the paravertebral muscles of
one side of each of 2 rabbits, implant

4 strips of sample with stylet, placing
the strips at the sites about 2.5 am
apart from each other and about 3.5 cm
from the spinal column. In the same
manner, implant 2 strips of control in
the opposite side of each animal.

Use saline as blank solution.
using both sample solution and blank solution.

Perform following tests

No death for 5 days after
injection

No erythema, eschar and
edema for 72 hours after
injection

Pass

Negative

Keep the animals for a period
of 72 hours after implantation,
and sacrifice by anesthesia
and then bleed. Examine

the area of tissues surrounding
the center portion of each
implant strip macroscopically.
Use magnifying glass if
necessary. The tissues

are free from changes such

as hemorrhage or encapsulation
as well as in the control,

or the reaction is observed

at less than 1 of 4 sites

in each animal.

*) The test method of “Atomic Absorption Spectrophotometry in JP” and “Pyrogen test in JP”

underlined in above is attached in next pages.

-5
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Atomic Absorption
Spectrophotometry

Atomic absorption spectrophotometry is a method to de-
termine the amount or the concentration of an element in a
sample specimen being examined, by utilizing the phenomen-
on that atoms being in the ground state absorb the light of
specific wavelength, characteristic of the respective atom,
when the light passes through an atomic vapor layer of the
clement to be determined.

Apparatus

Usually, the apparatus consists of a light source, a sample
atomizer, a spectroscope, a photometer and a recording sys-
tem. Some are equipped with a background compensation
system. As a light source, usually a hollow cathode lamp
specified for each element is used and sometimes a discharge
lamp is also used. There are three types of sample atomizer:
the flame type, the electrothermal type, and the cold-vapor
type. The first one is composed of a burner and a gas-flow
regulator, the second one is composed of an electric furnace
and a power source, and the third one is composed of a mer-
cury generator and an absorption cell. The third one is fur-
ther classified into two subtypes, which differ in the atomiz-
ing method for mercury containing-compounds: one utilizes
chemical reduction-vaporization and the other utilizes a ther-
mal reduction-vaporization method.

For the selection of an appropriate analytical wavelength
in a spectroscope, a grating for light diffraction or an interfer-
ence filter can be used. A recording system is composed of a
display and a recording device. A background compensation
system is employed for the correction of atmospheric effects
on the measuring system. Several principles can be utilized
for background compensation, using continuous spectrum
sources, the Zeeman splitted spectrum, the nonresonance
spectrum, or self-inversion phenomena.

Procedure

Unless otherwise specified, proceed by any of the follow-
ing methods.

(1) Flame type—Fit the specific light source to the lamp
housing and switch on the instrument. After lighting the
lamp and selecting the analytical wavelength specified in the
monograph, set an appropriate electric current and slit-
width. Next, a mixture of a combustible gas and a supporting

gas is ignited and the gas flow rate and/or pressure should be
adjusted to optimum conditions. The zero adjustment of the
delecting system must be done through ncbulizing the blank
solvent into the flame. After setting up the measuring system,
the sample solution prepared by the specified procedure is in-
troduced into the flame and the light absorption at the charac-
teristic wavelength of the clement to be determined is meas-
ured. ‘

(2} Elcctrothermal type—Fit the specific light source to
the lamp housing and switch on the instrument. After light-
ing the lamp and selecting the analytical wavelength specified
in the monograph, set an appropriate electric current and
slit-width. Further, set an electric furnace to the appropriate
temperature, electric current, and heating program, as direct-
ed separately in the monograph. When a suitable amount of
sample is injected into the heated furnace with an appropri-
ale stream of inert gas, the sample is dried and ashed, simul-
tancously with atomization of the metallic compound includ-
ed in the specimen. The atomic absorption specified is ob-
served and the intensity of absorption is measured. Details of

the sample preparation method are provided separately in
the monograph.

11

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

(3) Cold vapor type—Fit (he mercury lamp to the !an'p
housing and switch on the instrument. After lighting the
lamp and selecting the analytical wavelength specified in the
monograph, set an appropriate electric current and a slit-
width. In the chemical alomization-vaporization method, a
mercury containing compound in the sample solution, pre-
pared by the specified procedure, is chemically reduced (o
metallic mercury by adding a proper reducing reagent to the
closed vessel and the generated mercury is vaporized and in-
troduced into the absorption cell with a flow of inert gas. In
the thermal atomization-vaporization method, the sample
specimen on a quartz dish is heated electrically and the gener-
ated atomic mercury is vaporized and introduced into the ab-
sorption cell with a flow of inert gas. Thus, in both methods,
the generated atomic mercury is carried into the absorption
cell as cold vapor and the intensity of the characteristic atom-
ic absorption of mercury is measured,

Determination

Usually, proceed by any of the following methods. In the
determinalion, the possibility of interference for various rea-
sons and the background effect must be considered and avoid-
ed if possible.

(1) Calibration curve method—Prepare standard solu-
tions at more than 3 concentration levels, mcasure the
specific absorption due to these standard solutions, and pre-
pare the calibration curve of the atomic absorption against
the concentration. Then measure the atomic absorption duc

_ to the sample specimen, in which the concentration of the ele-

ment to be determined should be adjusted to be within the
concentration range of the standard solutions, and deter-
mine the amount or the concentration of the element to be ex-
amined using the calibration curve,

(2) Standard addition method—To equal volumes of
more than 3 sample solutions, prepared as directed in the
monograph, add a measured quantity of the standard solu-
tions to produce a series of solutions containing increasing
amounts of the element to be examined, and further add a
solvent to make up a constant volume. Measure the atomic
absorption for the respective solutions, and plot the obtained
values on a graph with the added amount or the concentra-
tion on the abscissa and the absorbance on the ordinale, Ex-

trapolate the linear plot obtained by linking the data points,
and determine the amount or the concentration of the ele-
ment to be examined from t'ie distance between the origin
and the point where the plot intersects with the abscissa. This
method is available only when the calibration curve obtained
by Method (1) is confirmed to be linear and to pass through
the origin.

(3) Internal standard method—Prepare a series of stan-
dard solutions of the element to be determined, each contain-
ing a definite amount of the internal standard element direct-
ed in the monograph. For these standard solutions, measure
the atomic absorption due to the standard clement and the in-
ternal standard element separately at the respective
wavelengths under the same operating conditions, and ob-
tain the ratio of absorbance by the standard element to that
by the internal standard element. Prepare a calibration curve
for the element to be determined, with the amount or the con-
centration of the standard element on the abscissa and the
above-mentioned ratio of the absorbance on the ordinate.
Then prepare sample solutions, adding the same amount of
the internal standard element as contained in the standard so-
lutions. Measure the ratio of the absorbance due to the ele-
ment to be determined to that due to the internal standard ele-
ment under the same conditions as employed for preparing
the calibration curve, and determine the amount or the con-
centration of the element being examined by using the calibra-
tion curve.

Note: Reagents, test solutions, and gases used in this test
should not interfere in any process of the measurement.

oS
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Pyrogen Test

The Pyrogen Test is a method to test the existence of pyro-
gens by using rabbits.

Test animals

Use healthy mature rabbits each weighing not less than
1.5 kg which have not lost body weight when kept on a con-
stant diet for not less than one week. Do not use the rabbits
repeatedly in the same test unless as long a resting period as
possible is taken. Animals should be excluded which have
been used for a previous test that was decided as pyrogen-
positive,

Record the rectal temperature four times at 2-hour inter-
vals during 1 to 3 days prior to the test, House the animals in-
dividually during this period in an area free from disturb-
ances likely to excite them, and exercise particular care to
avoid disturbances on the day of the test.

Keep the temperature in an area of performing test
uniform between 20°C and 27°C and preferably maintain
constant humidity for at least 48 hours before the test.

Appsaratus

(1) Thermomeler—Use a rectal thermometer or any
other temperature-recording devices of equal sensitivity for
which the time necessary for reading the rectal temperature
is known.

(2) Syringe and injection needle—Render the syinges
and needles pyrogen-free by heating at 250°C for not less

than 30 minutes.
Test procedures .
(1) Quanlity of injection—Unless otherwise specified,

10 mL of the sample per kg of body weight of the animals is
used,
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(2) Procedure—Perform the test at an environmental
temperature similar to that of the room wherein the animals
were housed. The test animals are usually fixed in a suitable
type of holder. Insert the thermometer or other tempera-
ture-recording device into the rectum of the test animal to a
constant depth in the range of 60 to 90 mm, and read the
temperature after a sufficient period of time. Withhold food
from the test animals beginning several hours before the first
temperature recording and until the test is completed. Deter-
mine the temperature of the test animals three times at 1-
hour intervals before the injection of the sample. When the
second and third temperatures show little difference, the lat-
ter is taken as the ‘‘control temperature.”’ Do not use
animals whose second and third temperatures are not in ac-
cord or exceed 39.8°C even if these two values are similar.
Warm the sample to 37°C before injection, and administer
intravenously through an ear vein within 15 minutes after
the third temperature recording. Hypotonic solution other
than Water for Injection may be made isotonic by the addi-
tion of pyrogen-free sodium chloride before the test. Read
the temperatures three times at 1-hour intervals af! ter injec-
tion,

The difference between the control temperature and the

highest temperature is taken to be the rise in body tempera-
ture.

Interpretation of results

The test is carried out on a group of three rabbits. If two
or three rabbits show an individual rise of 0.6°C or more
above the respective control temperature, the test shall be
considered as positive. If only one animal shows a tempera-
ture rise of 0.6°C or more, or if the sum of the temperature
rises of the three animals exceeds 1.4°C, repeat the test on a
group of five other rabbits. The test shall be considered posi-
tive, if two or more of the five rabbits show an individual
temperature rise of 0.6°C or more.

When the pyrogen test is positive, the sample is consi-
dered to be rejected.
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