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Submitter’s Name:
Address:

Phone:

Fax:

Contact:

Date Prepared:
Trade Name:
Common Name:
Classification Name:

Equivalent Predicate:

Device Description:

Intended Use:

Summary of the
Technological
Characteristics
Compared to the

510(K) SUMMARY

David E. Curtin, RAC

1620 Waukegan Rd. MPGR-A2E

(847) 473-6079

(847) 473-6952

David E. Curtin

3/27/03

EXELTRA™ Dialyzer, Single Use

Dialyzer

High Permeability Hemodialysis System per 21 CFR 876.5860

Baxter CT Dialyzer, Single Use (K§90315, K926568,
K970663)

Model EXELTRA™ 150 and 170 Single Use Dialyzers

Hemodialysis with EXEL TRA™ dialyzers is indicated for
patients with renal failure when conservative therapy is judged
to be inadequate. It also may be indicated in the treatment of
patients intoxicated with poisons or drugs.

The general design and material of the EXELTRA™ 150 and
170 single use dialyzers are similar to the CT 110 and CT190G
dialyzers cleared under K890315, K926568 and K970663, and
do not raise any new types of safety and effectiveness issues,
when compared to the predicate product.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification KSD}O q/ 7 L('
EXELTRA™ 150 and 170 Single Use Dialyzers

Page 2 of 2

Predicate Device: Baxter CT Dialyzers

Clinical Data: N/A

Conclusions Drawn Components of the subject EXELTRA™ dialyzers have met

the biological requirements of ISO 10993-1: Biological
Evaluation of Medical devices — Part: Guidance on selection of
tests.

The validation of the gamma sterilization cycle for the
EXELTRA™ dialyzer is based upon the AAMI/ISO
11137:1994 “Sterilization of Healthcare Products —
Requirements for Validation and Routine Control — Radiation
Sterilization”.

Functional testing for blood side integrity and conformance to
manufacturing specifications are performed as in-process
and/or final inspections prior to product release to ensure a
quality product.

Additional
Information
Requested by FDA: None to date

/1

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



&

o NRALYY

Pt

Records processed under FOIA Request 2014-7591; Released 10/15/14

vy,
%
] {@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR 2 5 2003

David E. Curtin, RAC

Associate Director, Regulatory Affairs
Renal Division

Baxter Healthcare Corporation

1620 Waukegan Road

MCGAW PARK IL 60085

Re: K030974
Trade/Device Name: EXELTRA™ Dialyzer, Single Use, Models 150 and 170
Regulation Number: 21 CFR §876.5860
Regulation Name: High permeability hemodialysis system
Regulatory Class: II
Product Code: 78 KDI
Dated: March 27, 2003
Received: March 28, 2003

Dear Mr. Curtin:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers; based on the regulation
number at the top of this letter:

8xx.1xxx (301) 594-4591
876.2xxx, 3xxX, 4xXX, SXXX (301) 594-4616
884.2xxx, 3xxx, 4XXX, SXXX, 6XXX (301) 594-4616
892.2xxx, 3xxx, 4XXX, SXXxX (301) 594-4654
Other (301) 594-4692

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

Sincerely yours,

77%: e/ (. g%g[bm

Nancy C. ogdon

Director, Division of Reproductive,
Abdominal, 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
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Indications for Use Statement

510(k) Number (if known): KO 309 7 ¥

Device Name: EXELTRA™ Dialyzer

Indications For Use:

Hemodialysis with the EXEL.TRA™ Dialyzer is indicated for patients with acute or
chronic renal failure when conservative therapy is judged to be inadequate. It also may be
indicated in the treatment of patients intoxicated with poisons or drugs.

(PLEASE DO NOT WRITE BELO\V/TmS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
' / -

Device Evaluation (ODE)

Concurren

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices . ;
510(k) Number ko RO77Y

%7/
Prescription Use OR Over-The-Counter Use
(Per 21 CFR 801.109)

G:\510k\Excltra 170 Single Use Dialyzers\submission\ndications for Usc Statcment

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10903 New Hampshire Avenue
e Document Control Room —WQ66-G609
. i - Silver Spring, MDD 20993-0002
Jesse K. Scidman, MS, RAC

Director, Global Regulatory Affairs
Medical Products - Renal

Baxter Healthcare Corporation
32650 N. Wilson Road, WG2-3S

Round Lake, IL 60073
' NOV 15 2012

4 .« Re: Please see enclosed list

Dear Mr. Seidman:

We have reviewed your letter, dated October 31, 2012, stating that you have changed your
address and/or contact information for the above referenced premarket notifications (510(k)s).
Consequently, we cannot change the original address of the 510(k) submitter in our database. It
will remain as it was listed when the final decision was rendered on your 510(k)s. We suggest
that you update your address through the Establishment Registration website
‘http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket

YourDevice/RegistrationandListing/default.htm. You may contact the Center for
Devices and Radiological Health’s Office of Compliance at (301) 796-5500 if you have any
questions regarding your change of address.

If you have any other questions regarding this letter, please contact the 510(k) Staff at (301) 796-
5640.

Sincerely yours,

Marjorie Shulman '
Director, Premarket Notification Section
Program Operations Staff
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 5
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services

Food and Drug Administration

Memorandum

Date: ” I5h£

From: DMC (HFZ-401)

Subject: Premarket Notification Number(s): MM_ZHM '

To: Division Director:

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

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

Information does not change the status of the 510(k); no other action required by the
DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

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

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

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

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

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

No response necessary
This information should be returned to the DMC within 10 working days from the date of this

Memeorandum.

Reviewed by:

Date:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Baxter
) FDA CTTH DRIC
v Q ~ »
October 31, 2012 NOv 0 9 2012
) o~ n t-u-‘-i . i (
Food and Drug Administration Racai % {
Center for Devices and Radiological Health

Document Mail Center - W066-G609
10903 New Hampshire Avenue
- Silver Spring, MD 20993-0002
Attn: Division of Reproductive, Gastro-Renal and Urological Devices

Re:  Change of Official Correspondent
Change of Address of Official Correspondent
For the attached list of 510(k) Premarket Notifications

Dear Colleague:

This letter is to advise you of the change to the Official Correspondent and the change of
address for the Official Correspondent for the 510(k) Premarket Notifications listed in the
attached table. Effective immediately, please address all official correspondence to:

Jesse Seidman
Director, Global Regulatory Affairs
Medical Products - Renal
Baxter Healthcare Corporation
32650 N. Wilson Road, WG2-3S
Round Lake, IL 60073
Telephone: 224.270.4412
Fax: 224 270.4119

Thank you for makmg this change to our files. Please contact me at 224.270.4412 or via
email at jesse seidman@baxter.com with any questions regarding this request.

Sincerely,

ik —

Jesse K. Seidman, MS, RAC
Director, Global Regulatory Affairs
. Baxter Healthcare Corporation

Baxter Healthcare Corporation

Global Regulatory Affaira/32650 N, Wilson Road / Round Lake, llinois 60073 l
T 224.948.2000

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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List of 510(k)s Effected by Correspondent / Address Change

510(k)
R DEVICE NAME CLEARANCE DATE
K102936 | HOMECHOICE/HOMECHOICE PRO AUTOMATED PERSONAL 3/30/2011
CYCLER PERITONEAL DIALYSIS SYSTEM MODEL 5C4471
5C8310 5C4471R AND 5C8310R )
K093120 | XENIUM XPM 110 XENIUM XPM 130 MODELS M25649A 2/17/2010
M25650A XENIUM XPM 150 XENIUM XPM 170 '
K090002 | ACID CONCENTRATE 45X (2.0K 3.1CA) MODEL 5M8001A ACID 8/7/2009
CONCENTRATE 45X (2.0K 2.5CA) MODEL 5M8002A
K083778 | XENIUM XPH MODELS 110 130 150 170 190 AND 210 2/20/2009
K070320 | AQUARIUS HEMOFILTRATION SYSTEM ' 6/7/2007
K063293 | AQUARIUS BLOOD TUBING, AQUASPIKE MANIFOLD, . 3/23/2007
AQUASAFE PRESSURE RELEASE DEVICE
K062079 | XENIUM DIALYZER MODELS 110 130 150 170 190 AND 210 10/19/2006
K061515 | RENALSOFT . 9/11/2006
K053539 | MERIDIAN HEMODIALYSIS MACHINE MODEL 5M5576 ° 5/24/2006
K053512 | HOMECHOICE/HOMECHOICE PRO PERSONAL CYCLER . 2/16/2006
PERITONEAL DIALYSIS SYSTEM MODELS 5C4471 AND 5C8310
K041428 | ACCUSOL DIALYSIS SOLUTION 8/27/2004
K031676 | HOMECHOICE APD SET WITH LINEO CONNECTOR MODELS 11/20/2003
5C4469Q 5C4468Q 5C4531Q 5C8302Q 5C4599Q
K030099 | BAXTER ARENA HEMODIALYSIS DELIVERY SYSTEM MODEL 6/17/2003
1571278000 ‘
T DIA ABOBAT0 2 i Afas 1
K030975 | EXELTRA PLUS HIGH FLUX DIALYZER MODEL 210 4/25/2003
K023664 | SYNTRA + DIALYZER MODEL 200 2/21/2003
K013562 | AURORA SYSTEM 1000 SERIES HOME SELF-CARE SINGLE 12/12/2002
PATIENT DELIVERY SYSTEM; MODELS- SYS 1000 L3 WITH
N100 ARM 4B SOFTWARE ‘
K021615 | BAXTER ACCURA SYSTEM MODEL 5M5660 ' 11/18/2002
K012988 | HOMECHOICE PERSONAL CYCLER PERITONEAL DIALYSIS 12/5/2001
SYSTEM MODELS 5C8310 5C8302 5C4471 5C4469
K002210 | SYNTRA DIALYZER MODEL SYNTRA 120 160 : 2/14/2001
K001685 | PSN HEMODIALYZER MODEL PSN 130 150 170 210 11/15/2000
K001422 | PSN HEMODIALYZER MODELS PSN 170 PSN 210 6/2/2000
K990643 | PS 15 POLYSULFONE HOLLOW FIBER MEMBRANE 12/7/1999
HEMODIALYZER MODEL 239-015
k992894 | MERIDIAN HEMODIALYSIS MACHINE MODEL 5M5576 11/24/1999
K990953 | RENAL LINK . 6/18/1999
K970679 | ALTRA FLUX 200 HEMODIALYZER 7/23/1998
K970681 | ALTRA NOVA 200 HEMODIALYZER ; 7/23/1998
K974652 | BLOOD MONITOR PUMP WITH ULTRAFILTRATION 7/10/1998
CONTROLLER

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

NUMBER DEVICE NAME CLEARANCE DATE

K980656 | PSN DIALYZER MODEL PSN-170/R5M4235 PSN-210/R5M236 - 5/19/1998

K980658 | PSN DIALYZER MODEL PSN 130/R5M4233 MODEL PSN- - 5/19/1998
150/R5M4234

K970653 | CAHP HIGH PERFORMANCE CELLULOSE DIACETATE 3/11/1998
(CAPILLARY HOLLOW FIBER)

K970662 | CA CELLULOSE ACETATE HOLLOW FIBER DIALYZER (CA- 3/11/1998
170/CA-210) .

K970663 | CT CELLULOSER TRIACETATE HOLLOW FIBER DIALYZER (CT- 1/11/1998
110G/CT-190G)

K963933 | PSN-120 HOLLOW FIBER DIALYZER AND PSN-140 HOLLOW 11/24/1997
FIBER DIALYZER :

K970654 | CAHP HIGH PERFORMANCE CELLULOSE DIACETATE 11/12/1997
(CAPILLARY HOLLOW FIBER) '

K970661 | CA CELLULOSE ACETATE HOLLOW FIBER DIALYZER (CA-90) 11/12/1997

K972579 | HIGH.DOSE DISCONNECT CAP AND MINICAP WITH 10/1/1997
POVIDONE-IODINE HIGH DOSE DISCONNECT CAP WITH
POVIDONE-IODINE

K970591 | BLOOD MONITOR PUMP - 9/9/1997

K970446 | DRAKE WILLOCK SYSTEM & ALTRA TOUCH 1000 DIALYSIS 6/2/1997
DELIVERY SYSTEM

K964922 | DRAKE WILLOCK SYSTEM 1000 DIALYSATE DELIVERY SYSTEM 5/21/1997
ALTRATOUCH 1000 DIALYSATE DELIVERY SYSTEM

K963203 | BENTLEY QUICK-PRIME HEMOCONCENTRATOR WITH 3/25/1997
DURAFLO TREATMENT

K955384 | DRAKE WILLOCK SYSTEM 1000 DIALYSATE DELIVERY SYSTEM 1/10/1997
W/SINGLE NEEDLE SINGLE LUMEN OPTION s

K970446 | SYSTEM 1000 DIALYSIS DELIEVERY SYSTEM ‘ 6/2/1997

K962309 | ALTERNATE ENCAPSULATING RESIN SYSTEM FOR MCA 12/27/1996
HEMODIALYZERS ‘

K962907 | SKINNYFRANSEENWESCOTT NEEDLES J 10/23/1996

K963390 | BIOPSY INTRODUCER NEEDLE - ‘ 10/10/1996

K954987 | ALTRATOUCH 1000 HEMODIALYSIS DELIVERY SYSTEM 8/8/1996

K961825 | ULTRASET/3L CAPD DISPOSABLE DISCONNECT Y-SET MODELS 8/6/1996

- | 5€4366 & 5€4493

K960787 | TURARTHROSCOPICCYSTOSCOPY IRRIGATION SETS 5/14/1996

K960509 | 18 GAUGE TRU-CUT BIOPSY NEEDLE . 4/4/1996

K955277 | ARTERIAL BLOOD TUBING SET FOR SINGLE NEEDLE 2/16/1996

. HEMODIALYSIS

K954529 | AUTOMATED TRU-CUT BIOPSY DEVICE 12/29/1995

K954218 | STERILE FEEDING TUBE 11/3/1995

K952978 | ALTRA FLUX 110 HEMODIALYZER 10/5/1995

K952982 | ALTREX 110 HEMODIALYZER 10/5/1995

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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List of 510(k)s Effected by Correspondent / Address Change

510(k)
NUMBER * DEVICE NAME CLEARANCE DATE
K952983 | ALTR NOVA 110 HEMODIALYZER 10/5/1995
K944007 | EUROPHILIC SLIPPERY COATED FOLEY CATHETER 6/29/1995
K945621 | ALTRA NOVA(TM} 170 HEMODIALYZER 5/30/1995
k945625 | ALTRA NOVA(TM) 140 HEMODIALYZER 5/30/1995
K945622 | MCA(TM) 180 HEMODIALYZER 5/25/1995
K945542 | ALTRA FLUX(TM) 170 HEMODIALYZER 5/23/1995
K945620 | ALTRA FLUX(TM) 140 HEMODIALYZER 5/18/1995
K945623 | MCA(TM) 130 HEMODIALYZER 5/18/1995
K945624 | MCA(TM) 160 HEMODIALYZER 5/18/1995
K945631 | 155 SCE(TM) HEMODIALYZER 5/18/1995
K925581 | BAXTER BIOSTAT 1000 UREA MONITOR 5/3/1995
K950454 | CAHP HIGH PERFORMANCE CELLULOSE DIACETATE HOLLOW 4/27/1995
FIBER DIALYZER
k950522 | CAHP HIGH PERFORMANCE CELLULOSE DIACETATE HOLLOW 4/27/1995
FIBER DIALYZER . :
K945595 | ALTREX(R) 200 HEMODIALYZER 3/8/1995
K945596 | ALTRES(R) 140 HEMODIALYZER - 3/8/1995
K945597 | ALTRES(R) 170 HEMODIALYZER 3/8/1995
K922757 | SPS 1550 SINGLE NEEDLE PATIENT SYSTEM 2/13/1995
K926372 | MCA 200 HEMPDIALYZER 2/13/1995
K926373 | ALTRA FLUX 200 HEMODIALYZER 2/13/1995
K926379 | ALTRA NOVA 200 HEMODAILYZER 2/13/1995
K926567 | BAXTER CA DIALYZER 1/11/1995
K926568 | BAXTER CT DIALYZER 9/30/1994
K935659 | BAXTER NIGHT EXCH DEVICE(NXD) PERITONEAL DIALY SYST- 7/7/1994
K923065 | BAXTER PERSONAL CYCLER AUTOMMATED PERITONEAL DIAL" 3/4/1994
K925403 | BAXTER APD 12' EXTENSION LINE 2/22/1994
K923312 | HF 1200 HEMOFILTER 1.25m’ 2/18/1994
K934803 | ARTERIAL & VENOUS BLOOD TUBING SETS FOR 12/17/1993
HEMODIALYSIS
K932408 | AMBULATORY INFUSION PUMP SYSTEM AND SOLUTION SETS 9/28/1993
K931340 | GRASP FORCEPS/SCISSORS/NEEDLE HOLDER/DISSECTOR 7/1/1993
K905552 | LAPAROLITH 12/17/1991
K913526 | SERAFLO ARTERIAL AND VENOUS BLOODLINE SETS 11/1/1991
K913950 | DUO-FLUX(R) ULTRA HIGH PERFORM ARTIFICIAL KIDNEY - 11/1/1991
K911315 | EXTRACORPOREAL BLOOD PUMPING SYST FOR 10/30/1991
HEMOFILTRAT
K911630 | LAPAROSCOPIC CHOLANGIOGRAPHY CATHETER WITH 9/27/1991
BALLOON , '
K912839 | LAPAROOPTX(TM) INTRAOPER DEFLECT CHOLEDOCHOSCOPE 9/25/1991
4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2014-7591; Released 10/15/14

510(k)
NUMBER . DEVICE NAME CLEARANCE DATE
K911106 | MODEL BAXTER ULTRAFILTRATE METER AND DRAIN BAG 5/28/1991
K910270 | PREMIXED DIALYSATE FOR HEMODIAFILTRATION ¢ 4/18/1991
K905707 BAXTER LAPAROSCOPIC CHOLANGIOGRAPHY CATHETERS - 2/13/1991
K905228 | MODEL CA.150 CELLULOSE ACETATE HOLLOW FIBER DIALYZ 12/10/1990
K204734 | PHARMASEAL DISPOSABLE ABDOMINAL TROCAR 11/21/1990
K902526 | CAPD DISPOSABLE DISCONNECT Y-SET CODE: 5C4481 11/20/1990
K901038 | SPS 550-IPS (INTEGRATED PATIENT STATION) ' 4/19/1990
K900086 HEMORRHOIDAL LIGATOR WITH SUCTION 3/19/1990
K900125 | ARTERIOVENOQUS FISTULA SETS 1/31/1990
K895631 | DISCONNECT CAPS PRODUCT CODES 5C4212 AND 5CA466 1/29/1990
K895673 | CONNEGTION SHIELDS CODES 5C4213 AND 5C4215 1/29/1990
K896006 | DIALYSIS PRIMING SETS CODES 5C4094 AND 5C4095 12/27/1989
K895199 BIASOL LIQUID CONCENTRATES ADD'L ACID CONCENTRATE 12/13/1989
K894783 PERITONEAL DIAL. TITA. CATH ADAPTER & LOCKING CAP - 9/7/1989
K894838 | HEMODIALYSIS SINGLE PATIENT SYSTEM (SPS) 550 VSB 9/7/1989
K883111 | HEOMDIALYSIS SINGLE PATIENT SYSTEM (SPS} MODEL 650 2/8/1989
K890315 | CAPILLARY FLOW DIALYZERS MODELS CT110G & CT190G - 2/8/1989
K884554 | PERITONEAL CATHETER STABILIZATION DEVICE 5C4381 1/31/1989
K884725 BIASOL POWDER CONCENTRATES FOR BICARB. DIALYSIS 1/30/1989
K883239 | CAPD ULTRAVIOLET{U.V.) GERMICIDAL EXCHANGE DEV 5Y$ 10/21/1988
K883534 | CAPILLARY FLOW DIALYZERS MODELS HT.80 & HT.100 10/21/1988
K883644 | CAPILLARY FLOW DIALYZERS MODELS HT. 130 & 170 10/21/1988
K881469 | ANGIOSCOPE W/INTEGRATED IRRIGATING CHANNEL 9/12/1988 -
K881781 | CATHETER STRAP 8/2/1988
K882680 | ALTERNATE BLOOD PORT DESIGN FOR ADDIT. MEMB. OF CA 7/22/1988
K882455 | EXTENDED LIFE CAPD SOLUTION TRANSFER SET 1C4373 7/13/1988
K882498 EXTENDED LIFE CAPD TRANSFER SET 5C4444 7/13/1988
K880102 BIASOL CONCENTRATES FOR BICARBONATE DIALYSIS 5/26/1988
K881332 | DIAFLEX GRASP FORCEPS/RETRIEVAL LOOP & CYTO BRUS 4/27/1988
K874728 | CAPILLARY FLOW DIALYZERS - 1/29/1988
K860230 | CAPD TRANSFER SET SPIKE 2/5/1986
K851208 | COMPACT EXCHANGE DEVICE 4/8/1985
K833065 | APD CYCLER 11/28/1983
K830021 | AVF NEEDLE 1/14/1983
K812802 | CAPD SOLN TRANSFER SET WITH LOCKING CONNECTOR 3/2/1982
K791899 | APD CYCLER SETS 11/13/1979
K771302 | PFISTER-SCHWARTZ STONE RETRIEVER 8/2/1977
K770280 | CORD ELECTROSURGICAL-STERILE & DISPOS. 4/15/1977
K770489 | CATHETER WITH HARD VALVE 3/21/1977
K770490 | DRAINAGE BAG IMPROVED FLAT 3/21/1977

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




List of 510(k)s Effected by Correspondent / Address Change
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510(k)

NUMBER DEVICE NAME CLEARANCE DATE
K770256 | CATHETERS SILICONE COATED _2/17/1977
K761242 | TEFLON COATED RESECTOSCOPE SHEATH 12/16/1976
K760273 LITHOTRITE _ 12/6/1976
K760172 | OBTURATOR VISUAL 12/2/1976
K760173 BRIDGE SHORT DEFLECTING 12/2/1976

- K760179 | SHEATH CYSTOURETHROSCOPE W/ OBTURATOR - 12/2/1976
K760180 | FORCEPS GRASPING B ' 12/2/1976
K760182 | SHEATH RESECTOSCOPE 12/2/1976
K760183 | OBTURATOR DEFLECTING 12/2/1976
'K760184 | ELEMENT WORKING 12/2/1976
K760189 | STOPCOCK WATERLINE 12/2/1976
K761039 URINARY LEG BAG DRAINAGE TUBE 12/2/1976
K760715 FLEXIBLE CUTTING SCISSORS | 10/21/1976
K760717 FLEXIBLE BIOPSY FORCEPS 10/21/1976
K760069 | BAG LEG URINE COLLECTING DEVICE 10/20/1976
K760178 ELECTRODE CUTTING LOOP 10/15/1976
K760716 | FLEXIBLE FOREIGN BODY FORCEPS 10/15/1976
K760793 | ADAPTER FOR ELLIK EVACUATOR - 10/15/1976
K760174 | ADAPTER RESECTOSCOPE 3/30/1976
K760176 | FLOORSTAND FIBER OPTIC LIGHT SOURCE 8/30/1976
K760177 | TELESCOPE RIGID ENDOSCOPE 8/30/1976
K760274 | TIP RUBBER PERFORATED 8/30/1976

6

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

N

Food and Drug Administration
9200 Corporate Boulevard
Rockvilie MD 20850

APR 2 5 2003

David E. Curtin, RAC

Associate Director, Regulatory Affairs
Renal Division

Baxter Healthcare Corporation

1620 Waukegan Road

MCGAW PARK IL 60085

Re: K030974
Trade/Device Name: EXELTRA™ Dialyzer, Single Use, Models 150 and 170
Regulation Number: 21 CFR §876.5860
Regulation Name: High permeability hemodialysis system
Regulatory Class: 11
Product Code: 78 KDI
Dated: March 27, 2003
Received: March 28, 2003

Dear Mr. Curtin:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 1s substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If vour device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

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

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

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), please
contact the Office of Compliance at one of the following numbers, based on the regulation
number at the top of this letter:

8xx.1xxx (301) 594-4591
876.2xxxX, 3XxXX, 4xXXX, SXXX (301) 594-4616
884.2xxxX, Ixxx, 4XXX, 5XxXX, 6XxX (301) 594-4616
892.2xxx, 3xxx, 4xXX, SXXX (301) 594-4654
Other (301} 594-4692

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

Sincerely yours,

M]?ﬂw ’ l C 6%*8’[([{1’&

Nancy C. Btogdon
Director, Division of Reproductive,
Abdominal, and Radiological Devices
‘ Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

9

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

510(k) Number (if known).____KC 309 7 #

Device Name: EXELTRA™ Dialyzer

Indications For Use:

Hemodialysis with the EXELTRA™ Dialyzer is indicated for patients with acute or
chronic renal failure when conservative therapy is judged to be inadequate. It also may be
indicated in the treatment of patients intoxicated with poisons or drugs.

(PLEASE DO NOT WRITE BELOW FHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
. f i
Device Evaluation (ODE)

(Divisitn Sign-Off)
Division of Reproduct v, Abdominal,

and Radiological Devices ]
510ik) Numb;r ic’(/'x 20 '“??f/

]IE/
Prescription Use OR Over-The-Counter Use
{Per 21 CFR 801.109)

G5 10k\Excltra 170 Single Use Diaiyzers\submission\Indications for Uzc Statcment

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.

March 28, 2003 Rockville, Maryland 20850
BAXTER HEALTHCARE CORP. 510(k) Number: KO030974
RENAL DIVISION Received: 28-MAR-2003
1620 WAUKEGAN RD., MPR-D1 Product: EXELTRA HIGH FLUX
MCGAW PARK, IL 60085 DIALYZER, MODELS 150
ATTN: DAVID E. GURTIN & 170

The Feood and Drug Administration (FDA), Center for Devices and Radiological
llealth (CDRH), 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 preduct. 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 DISTRIBUTICON UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YQU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA) (Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma),

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)}{HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be considered
as part of your official premarket notification submission. Alsc, please note

the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under Review".
Please refer to this guidance for information on current fax and e-mail

practices at www,fda.gov/cdrh/ode/a02-01 . html,

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you
have other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll~-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

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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K030 91

SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(K)} SUBMISSIONS

510(k) Number:

The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate box):
= Special 510(k) - Do Sections 1 and 2
] Abbreviated 510(k) - Do Sections 1, 3 and 4

] Traditional 510(k) or no identification provided - Do Sections | and 4

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

o

Present Inadequate
or Missing |

[

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

Table of Contents.

Truthful and Accurate Statement

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class II, Class IIT or Unclassified).

K X XXX X

Proposed Labeling including the material listed on page 34 of the
Premarket Notification {510] Manual.

%

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

X

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

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

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

Identification of legally marketed predicate device. *

XK XX

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

Class HI Certification and Summary. ** [INvA

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

O 00 O OO 0O 0 0 0 OO0

510(k) Kit Certification. *** [IN/A

* - May not be applicable for Special 510(k) s.
ok - Required for Class IIl devices, only.
wkk - See pages 3-12 and 3-13 in the Premarket Notification [510] Manual and the ; g
Convenience Kits Intertm Regulatory Guidance. _ i 4
S0

- ’(5”/\}

—
i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 A
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Section 2: Required Elements for a SPECIAL 510(k) submission:

Present

Inadequate
or Missing

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

X

L]

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

d

L]

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

B4

L]

A statement that the modification has not altered the fundamental | [X ]
technology of the sponsor’s predicate device.
A Design Control Activities Summary that includes the following
elements (a¢):
a. Identification of Risk Analysis method(s) used to assess X L]
the impact of the modification on the device and its
components, and the results of the analysis.
b. Based on the Risk Analysis, an identification of the = []
required verification and validation activities, including
the methods or tests used and the acceptance criteria to be
applied.
c. A Declaration of Conformity with design controls that X L]
includes the following statements:
A statement that, as required by the risk analysis, all X ]

verification and validation activities were preformed
by the designated individual(s} and the results of the
activities demonstrated that the predetermined
acceptance criteria were met. This statement is signed
by the individual responsible for those particular
activities.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18vu—‘
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Section 3: Required Elements for an ABBREVIATED 510(k)*submission:

Present

Inadequate
or Missing

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

L]

U

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

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

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

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

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

* - When completing the review of an abbreviated 510(k), please fill out an Abbreviated
Standards Data Form (located on the H drive) and list all the guidance documents, special
controls, recognized standards and/or non-recognized standards, which were noted by the

SpOnsor.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 16[/%
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 51({k)
submissions {If Applicable):

Present Inadequate
or Missing |

0

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

b) Sterilization and expiration dating information:

i) sterilization process

ii.) validation method of sterilization process

iii) SAL

iv.) packaging

v.) specify pyrogen free

vi.) ETO residues

vii.) radiation dose

DOOOCC000 O
EEEEEEEEE

¢) Software Documentation:

Items with checks in the “Present but Deficient” column reguire additional information from
the sponsor. Items with checks in the “Missing” column must be submitted before substantive
review of the document.

Passed Screening [ Yes ] Ne

Reviewer;

Concurrence by Review Branch:

Date:

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

r
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18/{/L ’
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510(k) Premarket Notification
EXELTRA™ 150 and 170 Dialyzer, Single Use

TABLE of CONTENTS
Page Number

Screening Checklist i—iv
Premarket Submission Cover Sheet 2
Cover Letter 6
510(k) Checklist 8
Substantial Equivalence Decision Making Process 13
Truthful and Accuracy Statement 15
510(k) Summary 16
Indications for Use Statement 18
TAB 1 Proposed Product Labeling 19
TAB 2 Predicate Product Labeling 29
TAB 3 EXELTRA Product Prawing 39
TAB 4 Component List and Comparison to 40

Predicate
TAB 5 Description of Fiber Material and 42

Manufacturing Process
TAB 6 Declaration of Conformity Statement 44

1
g:/510(k)/EXELTRA 170 Single Use Dialyzer/Submissiow/Table of Contents

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“March 27. 2003

FDA Document Numb: B

Report

PMA PMA Supplement PDP S10(k)
a  Original Submission O Regular O  Pre-submission & Original Submission:
O Modular Submission O Special Summary O  Traditional
L Amendment 3 Panel Track 1 Orginal PDP B Special
O  Report O  30-Day Supplement O Notice of intent to J  Abbreviated
0 Report Amendment O 30-Day Notice Start clinical trials O  Additional Information:
QO 135-Day Suppiement O  Intention to Submit O Traditional
O  Real-Time Review Notice of Completion O  Special
O  Amendment to PMA O Notice of Completion O  Abbreviated
Supplement U Amendment to PFP
d  Report
IDE Humanitarian Device Class 11 Exemption Evaluation of Automatiec Class
Exemption 111 Designation
O  Original Submission W Original Submission O  Original Submission (J  Original Submission
0 Amendment O Amendment O Additional Information 0 Additional Information
O  Supplement U Supplement
a

RE

Meeting
Pre-1DE Meeting

Pre-PMA Meeting
Pre-PDP Meeting
180-Day Meeting
Other (Specify):

ooo0oo

Other Submissions

Describe Submission:

Company / Institution Name:

Baxter Healthcare Corporation

Eswbllshment Rc.glstratlon- Numl;er:
1417572

Division Name (if applicable}:

Renal Division, MPGR-AZE

Phone Number (In¢lude Area Code):
(847)473-6(79

“rreet Address:

1620 Waukegan Road

FAX Number (Include Area Code):
(847)473-6952

City:
) I, 60085
McGaw Park

State / Province:

Country:
USA

Contact Name:

David E. Curtin, RAC

Contact Title:

Associate Director, Regulatory Affairs
o A

pany / nstitution Name:

Contact E-Mail Address:

curtindgebaxter.com
T

PR

Estab]ishent‘ Reéiétration Num.b.er:

Division Name (if applicable):

Phone Number (Include Area Code):

()
Street Address: FAX Number (Include Area Code):
City: State / Province: Country:
Contact Name:

"ontact Title:

Contact E-Mail Address:

G:\510(k)\Exeltra 170G and Exeltra 210G Single DialzyersiSubmissioni510(k) Cover Sheet

Page 1

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



New Device
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s il et dcsibei A ARt .2 ikt : SRRy
0  New Device O Change in Design, Component, or Specification: O  Location Change:
Q  Withdrawal Q  Software O Manufacturer
O  Additional or Expanded Indications O Color Additive Q  Sterilizer
O Licensing Agreement 0 Material Q  Packager
([  Specifications O Distributor

O  Process Change 0 Other (Specify Below)

d  Manufacturing 1 Report Submission:

O  Stenlization Labeling Change: O Annual or Periodic

O Packaging O Indications O  Post-Approval Study

[ Other {Specify Below) J  Instructions Q  Adverse Reaction

Q  Performance Characteristics O Device Defect

O Response to FDA Correspondence: O  Shelf Life d  Amendment

O Request for Applicant Hold O  Trade Name

O Request for Removal of Applicant Qd  Other (Specify Below) QO  Change in Ownership

Hoeld Q  Change in Correspondent
O Request Extension
I Requestto Remove or Add
Manufacturing Site

Q  Other Reason (Specify):

J  Change In: O  Response to FDA Letter Concerning:

a

Q  Addition of Institution 0  Correspondent O  Conditional Approval

] Expansion / Extension of Study O  Design O  Deemed Approved

3 IRB Certification O  Informed Consent QO  Deficient Final Report

£l Request Hearing 0O Manufacturer O  Deficient Progress Report
Request Waiver 0  Manufacturing Process 0 Deficient Investigator

+  Termination of Study 0  Protocol - Feasibility Report

O  Withdrawal of Application O  Protocol — Other 0O  Disapproval

[ Unanticipated Adverse Effect O Sponsor O  Request Extension of Time

O Notification of Emergency Use to Respond to FDA

O  Compassionate Use Request 0 Request Meeting

O Treatment IDE 0 Report Submission:

O  Continuing Availability Request O Current Investigator

O  Annual Progress
U Site Waiver Limit Reached
I Final

QO  Other Reason {Specify):

Q  Change in Materials
O Change in Manufacturing Process

O  Change in Technology
O  Change in Design

New Device
Additional or Expanded Indications
Other Reason (Specify):

=m0

Device madification adding new code consisting ol
different fiber count and  fiber surface area.

G:\510(k)\Exeltra 170G and Exeltra 210G Single Dialzyers\Submission'510(k) Cover Sheet Page 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Product codes of devices to which substantial equivalence is claimed:

Records processed under FOIA Request 2014-7591; Released 10/15/14

jditional Information: on 510(k) Submissions

1

2 3 4 data:
78 KD a

5

6 7 8 O

SHOK) Summary Atlached
510(k) Statement

Summary of, or statement conceming safety and effectiveness

Information on devices to which substantial equivalence is claimed:

510{k) Number Trade or Proprietary or Model Name Manufacturer
i K890 5 I Capiliary Plow Dialyeer, Models 1 Baxler Healtheare Carporation
CTH0C and CT1906
2 KY2650% 2 Baxter T Dhalyrer 2 Baxter Healtheare Corporation
3 K970663 3 Baxter C1 Dialyver 3 Baxter Healtheare Corporation
4 4 4
5 5 5
6 6 o

a A . e s
Common or Usual Name or Classification

{% QT

Name:

High Permeability Hemadialysis System

ide or Proprietary er Medel Name Model Number
I Ixeltra™ Dhalyzer, singie Use 1 Exeltra 150 [halyrer
2 Ixeltra'™ [nalyzer, Single Use 2 Dxclra 170 Dhalyrer
3 3
4 4
5 5

FDA Document Numbers of All Prior Related Submissions (Regardless of Outcome):

1

2 3 4

KRG0S KO26508 KO70663

6

=

8 9 10

12

Data Included in Submission:

O  Laboratory Testing O  Animal Trials

O Human Triais

G:\510(k)\Exeltra 170G and Exeltra 210G Single Dialzyers\Submission\510(k) Cover Sheet

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

Page 3
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s e

e fo Al Applicsts

Product Code:
7RI

C.F.R. Section:
21 CTFR 376 5800

T Device Ciass:
d Class|

Classification Panel:
Gastroenleralogy and Urology

U Class

W Class [
a  Unclassified

Indications (From Labeling):

Hemadialysis with Fxeltra™ Dralyveers is indicated for patients with renal ailure shen conservative therapy is judged to be inadeyuate. It
also may be indicated mothe treatment of patients intoxicated with poisons or drugs.

Note: Submission of this information does not aftect the need to

submit a 2891 or 2891a Device Reg

sl v

AU K]
B Origingl

. ".-FISA.Establlshmeni Réistratmn I\iumbcr: a

Sterilization Sites Relating to a Subm

Manufactarer

a ContractSterihzerw

O Add O Delete 8030174 O Contract Manufacturer | O Repackager / Relabeler
Company / Institution Name: Establishment Registration Number:
Nipro Corporalion ROI3T0
Division Name (If Applicable): Phone Number (Include Area Code)®
(DR 66 3756713
Internationgl Division
Street Address: FAX Number (Include Area Code):
% - 7 Hanukiyuchi Nijda (G111 B1yon 371 7422
City: State / Province: Country:
Odate Uiy Akita Pref. Japan
Contact Name:
Mr. Nori Watanabhe
Contact Title: Contact E-Mail Address:
Direetor Interpational Division
O Original Q  Manufacturer O Contract Sterilizer
3 Add Q  Delete O Contract Manufacturer O Repackager / Relabefer
Company / Institution Name: Establishment Registration Number:
Division Name (If Applicable): Phone Number (Include Area Code):
Street Address: FAX Number {Include Area Code):
City: State / Province: Country:
Contact Name:
Contact Title: Contact E-Mail Address:
G:\510(k)\Exeltra 170G and Exeltra 210G Single DialzyersiSubmissioni510(k) Cover Sheet Page 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Renal Baxter Healthcare Corporation
1620 Waukegan Road
McGaw Park, Hllinois 60085

Baxter
March 27, 2003

ren

Ze 1w 87U it

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

RE: 510(k) Premarket Notification
EXELTRA™ 150 and EXELTRA™ 170 Dialyzers, Single Use

Special 510(k): Device Modification

Ladies/Gentlemen:

As required by Section 510(k) of the Medical Device Amendments of 1976, and in
conformance with 21 CFR, Part 807, we are providing you with prior notice that we
propose to market the EXELTRA™ 150 and EXELTRA™ 170 Dialyzers, Single Use.

The EXELTRA ™ 150 and 170 Dialyzers are cellulose triacetate dialyzers and are exactly
the same as the CT110G and CT190G single use dialyzers cleared under Baxter’s
premarket notification applications K890315, K926568 and K970663. The only
difference between the previously cleared cellulose triacetate dialyzers and the proposed
dialyzers is in the amount of fibers contained within the dialyzer case. The predicate
dialyzers consist of 1.1 m? of fibers (CT110G) and 1.9 m” of fibers (CT190G). The
proposed dialyzer consists of 1.5 m? of fibers (EXELTRA 150) and 1.7 m* of fibers
(EXELTRA 170). Additionally, we are introducing the trademark EXELTRA to identify
our family of single use celiulose triacetate dialyzers. All other aspects of the proposed
dialyzers are exactly the same as the predicate dialyzers including the materials of
construction, manufacturing process and site, sterilization process (gamma sterilization)
and packaging. The proposed dialyzers are intended for single use only.

The proposed dialyzers are substantially equivalent to the predicate dialyzers currently

marketed by Baxter and cleared under K§90315, K926568 and K970663. Substantial
equivalence is as described in the attached tab entitled Substantial Equivalence.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification
Exeltra™ 150 and 170 Single Use Dialyzer
Page 2

Any questions regarding the preparation and content of this submission or requests for
additional information may be addressed to me at the phone number listed below. In the
event | am not available, please contact Mr. Robert Wilkinson at 847-473-6335.

Sincerely,

Baxter Healthcare Corporation

Lk & Cuide

David E. Curtin, RAC

Associate Director, Regulatory Affairs
Renal Division

(847) 473-6079

(847) 473-6952 FAX
curtind@baxter.com

A

GAS10k\Exeltra 150 and 170 Single Use Dialyzer\submission\cover letter ‘7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) Premarket Notification Checklist
EXELTRA™ 150 and 170 Dialyzer, Single Use

Device Trade or EXELTRA™ High Flux Dialyzer
Proprietary Name:

Device Common High Permeability Hemodialysis System
Usual Name:

Class into which Class I
Device is Classified
Under Section 513:

Device Classification  High Permeability Hemodialysis System
Name: 21 CFR 876.5860

Classification Panel:  Gastroenterology and Urology
Product Code: 78 KDI

Owner Operator 1417572

Number and Address: Baxter Healthcare Corporation

1 Baxter Parkway
Deerfield, IL 60015, USA

Establishment Manufacturing Facility:
Registration Number [(OXE)
and Manufacturing
Facilities

Action taken to High Permeability Hemodialysis Systems were reclassified into
comply with Class II (special controls), pursuant to a final rule published in the
§514 of the ACT, Federal Register Vol. 65, No. 63, March 31, 2000.

Performance.

Standards or §513 We are in compliance with the performance standards established
Special Controls: under Section 514 of the Food, Drug and Cosmetic Act including

“Biological Evaluation of Medical Devices Part [: Evaluation and
Testing” per ISO 10993-1 and “Guidance for the Content of
510(k)s for Conventional and High Permeability Hemodialyzers.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification
EXELTRA™ 150 and 170 Single Use Dialyzers

Page 2

Reason for 510(k) Device Modification. The EXELTRA™ 150 and 170 dialyzers

Premarket are an addition to Baxter’s Cellulose Triacetate (CT) Dialyzer

Notification: product line and represents additional fiber surface areas to the
currently marketed products. The EXELTRA™ 150 and 170
dialyzes are intended for Single Use Only, and are not validated
or labeled for multiple use.

Equivalence to The EXELTRA™ 150 and 170 single use dialyzers are

Marketed Predicate: substantially equivalent to the CT 110G and CT 190G dialyzers
previously cleared under K890315, K926568 and K970663. The
indication for use, components, materials of construction,
manufacturing process, sterilization process and packaging of the
EXELTRA™ 150 and 170 single use dialyzers are the same as the
predicate CT 110G and CT 190G dialyzers. The trademark
EXELTRA will be used to identify Baxter’s family of single use
cellulose triacetate dialyzers.

The only difference between the proposed dialyzers and the
predicate dialyzers is the number of fibers contained within the
dialyzer case. The proposed dialyzer contains 1.5 m? of fibers
(EXELTRA™ 150) and 1.7 m* of fibers (EXELTRA™ 170). The
predicate dialyzers contain 1.1 m” of fibers (CT 110G) and 1.9 m?
of fibers (CT 190G). The dialyzer case for the proposed dialyzers
has been sized appropriately to accommodate the number of
fibers.

Proposed Labeling: Draft labeling, including Unit label Pouch Label, Carton Label,
Performance Data Sheets and Directions for Use for the
EXELTRA™ 150 and 170 dialyzers are provided in TAB 1.

These products are intended for distribution in the US and
Canada, including territories where French is the predominent
language. As such, the labeling and labels include both English
and French language, the French being an exact translation of the
English text.

We are pursuing Canadian regulatory approval separately.

Equivalent Device Copies of the labeling for the predicate CT 110G and CT 190G
Labeling: dialyzers are provided in TAB 2.

gASIO(k)\Exeltra 150 and 170 Single Use Dialyzer\submission\S 10k Checklist
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-7591; Released 10/15/14

510(k) Premarket Notification

EXELTRA™ 150 and 170 Single Use Dialyzers

Page 3

Description of
Device:

Intended Use
Statement:

Intended Use
Statement for
Predicate Product:

A product drawing of the EXELTRA™ dialyzer is provided in
TAB 3.

The EXELTRA™ 150 and 170 dialyzei's are cellulose triacetate
dialyzer and will be labeled for single use only.

These dialyzers are exactly the same as the predicate cellulose
triacetate CT 110G and CT 190G dialyzers currently cleared
under K890315, K926568 and K970663.

A list of components comparing the predicate dialyzers to the
proposed dialyzers is provided in TAB 4.

The indication for use, components, materials of construction,
manufacturing process, sterilization process and packaging of the
EXELTRA™ 150 and 170 dialyzers are the same as the predicate
CT 110G and CT 190G dialyzers. A description of the fiber
material and manufacturing process is provided in TAB 5.

The only difference between the proposed dialyzer and the
predicate dialyzers is the number of fibers contained within the
dialyzer case. The proposed dialyzers contain 1.5 m? of fibers
(EXELTRA™ 150) and 1.7 m? of fibers (EXELTRA™ 170). The
predicate dialyzers contain 1.1 m” of fibers (CT 110G) and 1.9 m?
of fibers (CT 190G).

Hemodialysis with EXELTRA™ dialyzer is indicated for patients
with renal failure when conservative therapy is judged to be
inadequate. It also may be indicated in the treatment of patients
intoxicated with poisons or drugs.

This intended use statement is exactly the same as the intended
use statement for the predicate products, with the exception that
we have added the trade name EXELTRA™ to describe this
family of dialyzers.

Hemodialysis with these dialyzers is indicated for patients with
acute or chronic renal failure when conservative therapy is judged
to be inadequate. It may also be indicated in the treatment of
patients intoxicated with poisons or drugs.

2\510(k)\Exeltra 150 and 170 Single Use Dialyzer\submission\510k Checklist
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification

EXELTRA™ 50 and 170 Single Use Dialyzers

Page 4

Summary of the
‘Technological
Characteristics and
Physical Comparison
to the Predicate
Device:

Biocompatibility

Design Control
Activities:

The EXELTRA™ dialyzer is a High Flux, gamma sterilized
single use product that provides 1.5 m- and 1.7 m? of fiber surface
area. The EXELTRA ™ dialyzer is identical to the CT dialyzer in
all aspects including indication for use, components, materials of
construction, manufacturing process, sterilization process and
packaging. The proposed dialyzers represent the addition of new
fiber surface areas. This modification does not alter the
fundamental technology represented by the predicate products. A
summary of the technological characteristics and physical
comparison between the EXELTRA™ dialyzer and the CT
dialyzers is provided in TAB 4.

The proposed dialyzers consist of the exact same materials of
construction as the predicate products. As such, biocompatibility
has been established via the predicate product 510(k)s K890315,
K926568 and K970663.

The risk analysis methods used to assess the impact of the
modifications were a Clinical and Hazard Analysis, Failure
Modes and Effects Analysis (FMEA) and a review of the product
complaint database. These analyses concluded that no additional
verification and validation testing for the change in fiber surface
area is required. The modified hemodialyzers were performance
tested for bovine blood ultrafiltration rate and clearances of urea,
creatinine, phosphate, vitamin B12 and myoglobin. The data has
been included in the product data sheet.

A declaration of conformity statement that all verification and
validation activities were performed by the designated individuals
and results met acceptance criteria, and that the manufacturing
facility is in compliance with design controls is provided in

TAB 6.

g:\510(k)\Exeltra 150 and 170 Single Use Dialyzer\submission\5 10k Checklist
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification
EXELTRA™ 150 and 170 Single Use Dialyzers

Page 5

Sterilization Sterilization remains unchanged from that which was cleared for
the predicate devices under K890315, K926568 and K970663.
Sterilization dose setting is based on ANSYAAMYISO-11137
Method 2B. The Sterility Assurance Level is 10°®.

Packaging Packaging remains unchanged from that which was cleared for
the predicate devices under K970663.

Expiration Dating The EXELTRA™ dialyzer will be labeled with an expiration date

of three years from the production date. Expiration dating of 3
years has been previously established for the predicate devices.
Since the materials of construction and manufacturing process for
the proposed dialyzers are exactly the same as the predicate
devices, the expiration dating will remain at 3 years.

510(k) Summary of Refer to the Tab titled 510(k) Summary following this Checklist
Safety and
Effectiveness

Official Correspondent:

WYJ A/ WJWN - 32-26-03

Robert L. Wilkinson, RAC Date
Director, Regulatory Affairs
Renal Division

Prepared By:
ﬁadﬁd&uﬁ: S-26-93
David E. Curtin, RAC Date

Associate Director, Regulatory Affairs
Renal Division

g5 10(k)\Exeltra 150 and 170 Single Use Dialyzer'submission\5 10k Checklist / 2*
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Substantial Equivale

e: Decision-Making Process

for EXELTRA 150 and EXELTRA 170 Dialyzer, Single Use

New Device is Compared to

Marketed Device
Yes
v
I~ Does New Device Have Same _____No __y, 2. Do the Differences Alter the Intended
Indication Statements? Therapeutic/Diagnostic/etc. Effect
Yes (in Deciding, May Consider Impact on
+ Safety and Effectiveness)

()

New Device Has Same Intended «

No

Use and May be “Substanually
Equivalent”

4. Does New Device Have Same No 5.
Technological Characteristics.

€.g.

Yes

. Design, Materials, etc?

i Yes

No Are the Descriptive Characteristics
Precise Enough to Ensure
¢ Equivalence?

No Are Performance Data

Available to Assess
Equivalence?

lYes
Data

Performance
Performance Data

Demonstrate
Equivalence?

No
—~ :gTo @,
(N _

Required

L

—Yes p O —np O«

Yes

v

v

“Substantially Equivalent” Determination

Could the New Characteristics
Affect Safety or Effectiveness®

Yes >

7. Do Accepted Scientific Methods Exist for

@

“Not
—_Yes Substantially

Equivalent”
Determination

—» O

?

New Device Has
New Intended Use

6. Do the New Characteristics ~ Yes
Raise New Types of Safety » O
or Effectiveness Questions? A
No

Assessing Effects of the New

characteristics? l Yes No
. No
8. Are Performance Data Available
to Assess Effects of New Characteristics? ¢
Yes Performance
Data
Required
9. Performance Data Demonstrate‘
Equivalence?
No

To@

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Baxter 510(k) Substantial Equivalence Determination

Question#

1.

Does the New Device Have the Same Indications Statements?

Yes. The Exeltra™ Dialyzer has the same indications for use as the equivalent
predicate device.

Does the New Device Have the Same Intended Use and is the Device
“Substantially Equivalent?”’

Yes. The Exeltra™ Dialyzer has the same intended use as the predicate device,
which is indicated for hemodialysis in patients with renal failure when conservative
therapy is judged to be inadequate. They may also be indicated in the treatment of
patients intoxicated with poisons or drugs.

Based on the intended use of the products the Exeltra™ Dialyzer is “substantially
equivalent” to the predicate device.

Does the New Device Have the Same Technological Characteristics, eg. Design,
Materials, etc.?

Yes. The EXELTRA™ Dialyzer has the same technological characteristics as the
predicate device. The EXELTRA™ dialyzer and the predicate product are designed
to filter substances from the blood. The materials of the EXEL.TRA™ dialyzer are
exactly the same as the predicate product.

Are the Descriptive Characteristics Precise Enough to Ensure Equivalence?
Yes. The descriptive characteristics are precise enough to ensure equivalence. A

comparison of the proposed product to the predicate product is provided in TAB 4.

Decision: Substantially Equivalent

G:AS10(k)\Exeltra 170 Single Use Dialyzer\Submission\General\Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Neotification
Truthful and Accurate Statement
[21CFR 807.87(k)]

Pursuant to 21 CFR 807.87(j), I, David E. Curtin certify, in my capacity as Associate
Director, Regulatory Affairs of Baxter Healthcare Corporation, that to the best of my
knowledge and belief the data and information submitted in this Premarket Notification
are truthful and accurate and that no facts material to the review of the substantial
equivalence of the Exeltra™ Dialyzer have been knowingly omitted from this submission.

Baxter Healthcare Corporation

David E. Curtin

Associate Director, Regulatory Affairs
Renal Division

Premarket Notification [510(k)] Number

GAS10K\Exeltra 170 Single Use Dialyzer\submission\Truthful and Accuracy Statement I §
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Submitter’s Name:
Address:

Phone:

Fax:

Contact:

Date Prepared:
Trade Name:
Common Name:

Classification Name:

Equivalent Predicate:

Device Description:

Intended Use:

Summary of the
Technological
Characteristics
Compared to the

510(K) SUMMARY

David E. Curtin, RAC

1620 Waukegan Rd. MPGR-A2E

(847) 473-6079

(847) 473-6952

David E. Curtin

3/27/03

EXELTRA™ Dialyzer, Single Use

Dialyzer

High Permeability Hemodialysis System per 21 CFR 876.5860

Baxter CT Dialyzer, Single Use (K890315, K926568,
K970663)

Model EXELTRA™ 150 and 170 Single Use Dialyzers

Hemodialysis with EXELTRA™ dialyzers is indicated for
patients with renal failure when conservative therapy is judged
to be inadequate. It also may be indicated in the treatment of
patients intoxicated with poisons or drugs.

The general design and material of the EXELTRA™ 150 and
170 single use dialyzers are similar to the CT 110 and CT190G
dialyzers cleared under K890315, K926568 and K970663, and
do not raise any new types of safety and effectiveness issues,
when compared to the predicate product.

17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /‘d
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510(k) Premarket Notification

EXELTRA™ 150 and 170 Single Use Dialyzers

Page 2 of 2

Predicate Device:

Clinical Data:

Conclusions Drawn

Additional
Information
Requested by FDA:

Baxter CT Dialyzers

N/A

Components of the subject EXELTRA™ dialyzers have met
the biological requirements of ISO 10993-1: Biological
Evaluation of Medical devices — Part: Guidance on selection of
tests.

The validation of the gamma sterilization cycle for the
EXELTRA™ dialyzer is based upon the AAMI/ISO
11137:1994 “Sterilization of Healthcare Products —
Requirements for Validation and Routine Control — Radiation
Sterilization”.

Functional testing for blood side integrity and conformance to
manufacturing specifications are performed as in-process
and/or final inspections prior to product release to ensure a
quality product.

None to date

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

510(k) Numben(if known):

Device Name: EXELTRA™ Dialyzer
Indications For Use:
Hemodialysis with the EXERKTRA™ Dialyzer is indicated for patients with renal failure

when conservative therapy is judged to be inadequate. It also may be indicated in the
treatment of patients intoxicated with poisons or drugs.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter U
{Per 21 CFR 801.109)

G:\510k\Exeltra 170 Single Use Dialyzers\submission\ndications for Use Statement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Caution: Federal {USA) law r!sig'l‘cts this device to
clan.

sale by or on order of a physi
For Single See Instructions
Use Only For Use
66 kPa H
Max TMP Sterilized By

Gamma Irradiation

Baxter and EXELTRA are trademarks of
Baxter Internationa? Inc.

Distributed by L]

Baxter Healthcare Covporation

Deerfield, IL 60015 USA 07-26-36-767 B 3
Made in Japan 2003/03 =

20
9

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

Fi.

Caytion: Federal (USA) law restricts this device to

sale by or on order of a physiclan.
For Singte See Instructions
tse Only For Use
e R
Max TMP Slerilized By

Garnma Irradialion

Baxter and EXELTRA are trademarks of
Baxter International Inc.

Distributed by 3

Baxter Healthcare Corporation

Deerfield, 1l 60015 USA or2635458  [o]  &
Made in Japan 2003703 =

L
20

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

5M2119
Baxter

EXELTRA High Flux Dialyzer/Dialyseur EXELTRA
Model EXELTRA 150/Madéle EXELTRA 150

&5 Do not yse if blood port tip protectors are not in place. CEoNe pas utitiser si les protecteurs de stérilité des connecteurs sanguins ne sont pas 2 leur place.
Do not use if package has been previously opened or damaged. . Ne pas utiliser si 'emballage a été ouvert auparavant ou endommagé. o

Do not store above 40°C (104°F). Aveid excessive changes in relative humidity. Ne pas stocker & plus de 40 °C (104 °F). Eviter les changements excessifs en humidité relative.
Avoid direct exposure to sunlight and vibrations. Eviter I'exposition directe & ia lumiare et aux vibrations,

Warning: This device must be used on dialysis machines equipped with Attention : ce dispositif ne doit étre utilisé qu’avec des générateurs de dialyse équipés d'un
an wltrafiltration coatroller or an accurate tiuid balancing systom. maitriseur d'uitrafiltration ou d’un systéme précis de contrile de I’équilibre des liquides,
Caution: Federal (USA) law restricts this device to sale by or on order of a physician. Attention : 0 verly de ia Ioi fédérale amérisaine, cet appareil ne peut &re vendu gue par un medecin ou sur
Baxter and EXELTRA are trademarks of Baxter International Inc. fa demande d'un médecin.

Baxter et EXELTRA sont des marques de commerce de Baxter International Inc.

Cislributed by/Distribug par

Baxter Healthcare Corporation

Deertield, IL 60015 USA A See Instructians For Lse ® For Single Use Gy

Ygir mode d'emolal h usage unique seutement Sentined B Gamma lrra\;iaulion
Slésiliséd par rayonnemenl gamma

Mate i Japan/Fabriqué au Japon
07-07-36-766 2003/03

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

1]

[[5T]
Lot
Exp/Péremp.

u



Records processed under FOIA Request 2014-7591; Released 10/15/14

A
Tear Here/Déchirer ici

5M2120

Baxter

EXELTRA High Flux Dialyzer/Dialyseur EXELTRA
Model EXELTRA 170/Modele EXELTRA 170

%> Do not use if blood part tip protsctors are not In place. CF>Ne pas utiliser si les protecteurs de stérilité des connecleurs sanguins re sont pas a lewr place.
Do not use if package has baen praviousty opened or damaged. Ne pas utiliser si 'emballage a été cuvert auparavant ou endommagé.
Do not store above 40°C (104°F). Avoid excessive changes in relative humnidity. Ie pas stocker 3 plus de 40 °C (104 °F). Eviter les changements excessifs en humidié relative.
Avoid diract exposure to suniight and vibrations. Eviter I'exposition directe & la lumiére et aux vibrations.
Warning: This device must be used on dialysis machines equipped with Attention : ce dispositif ne doit 8tre ulilisé qu'avec des génarateurs de dialyse équipés d’un
an ultrafiltration controller or an accurate fluld balancing system. maltrisaur d’uitrafiltration ou d’un systéme pricis de contrble de I'équilibra des liguidas.
Caution: Federal (USA) law restricts this device to sale by or on order of a physician. Attantion : En verlu de fa toi fedérale américaine, cet appareil ne peut £ire vendu que par un médesin ou sur
Baxter and EXELTRA are trademarks of Baxter International Inc. la demande d'un médecin,
Baxter et EXELTRA sont des marques de commerce de Baxter Intarnational inc,
Distributed by/Distribug par
Baxtw Healthcars Corporation
Deerfield, IL 60015 USA ® .

See Insiructions *or Use For Singie Lse Oaly
Made in Japan/Fabriqué au Japon Voir mode diemplon A usage urique seulement
07-07-35-345 2003/03 Sitrilise pat rayonnermen gamma

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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07-19-35-506

Faxter

N 4

N EXELTRA High Flux Dialyzers
Directions for Use

Baxter cannot warrant the sterility, nonpyrogenicity, mechanical integrity or
performance of this dialyzer when reused. Deviation from described method should
be undertaken only under the supervision or with the approval of a physician. See
specific data sheet for performance characteristics.

Caution: Federal (USA) law restricls this device to sale by or on order of a physician.

Caution for Storage
Store at 0°C to 40°C, awoiding direct exposure to sunlight and vibrations.
Avoid excessive changes in relative humidity.

Indications

Hemodialysis with EXELTRA dialyzers is indicated for patients with renal failure when
conservative therapy is judged to be inadequate. It also may be indicated in the
treatment of patients intoxicated with poisons or drugs.

The device should be used only on the direction of a physician.

Contraindications

There are no special contraindications for use of this dialyzer for the hemodialysis
procedure, Patients with a history of allergic reactions to Cellulose Triacetate should not
be treated using this product.

Adverse Reactions

Patients may experience hypersensitivity (allergic} reactions during treatment.

Symptoms and signs have included asthmatic reactions, respiratory arrest, pruritus,

urlicaria, erythema, peripheral and facial edema, hypertension, hypotension, and cardiac

arrhythmia. A history of allergic responses, including asthma is an indication for careful
witoring for such signs or symptoms during treatment,

.«e effects such as hypotension, hypertension, headache and nausea, which may be

associated with hypovolemia or hypervolemia, can usually be avoided by careful

management of the patient’s fluid, electrolyte balance, blood flow rate and ulirafiliration
vate.

Warnings and Precautions

Refer to specific procedures for additional warnings and precautions.
i+ o s

# WARNING: The psrformance properties of reused EXELTRA dialyzers have no
been established and processes for disinfectant procedures have not been
validated, Ineffactive removal of residual disinfectant may lead to adverse
patient reactions.

Air in the extracorporeal circuit during treatment must be avolded. If air gets into the
system, the treatment must be discontinued and the blood must not be retumed to
the patient.

iivity Reagti
It is recommended that treatment be discontinued in any patient exhibiting signs or
symptoms of a hypersensitivity reaction. The bleod contained in the extracorporsal
circuit at tha time of the reactien should not be returned 1o the patient.

High Permeability Diatyzers

EXELTRA dialyzers must bg used only in conjunction with dialysis machines equipped
with an ultrafiltration controller or an accurate fluid balancing system.

Use of the EXELTRA dialyzer under clinical conditions of high transmembrane pressure
may result in net ultrafilfration rates that greally sxceed the ultrafiltration reguirements
of some patients. Under these conditions, the use of sterile reinfusion fluid is
mandatory.

Diglysate Fluid
Use of an in-fine conductivity monitor is recommended. To avoid hemolysis, dialysate
temperature should never exceed 42°C (107.6°F).

Treatment Procedure
1. Aseptic technique must be employed.
2. All connections should be checked carefully before and during treatment.

3. Theinlet (arterial} and outiet {venous} air bubble traps must he 3/4 full at al
times. Since air may be drawn into the extracorporeal circuit on the negative
pressure side of the blood pump, the use of an air bubble delectar on the
venous Hne is recommended.

4. To preserve fiber integrity, do not exceed 500 mmHg (66 kPa) transmembrane
pressure,

5. Weighing the patient before and after treatment is recommended to verify the
extent of uitrafiltration.

6. Many dialysis products available from other manufactureys are used with
equipment o disposables from Baxter Healthcare Corporation. Baxter has no
control over variabilily, tolerances, mechanical strength or changes in these
products which may be made from time to time. Therefore, Baxter canno! ensure
that the dialysis products of other manufacturers, when connected with its
products, will function in a satisfactory manner.

7. It the patient is under drug therapy, blood levels must be monitored lo assure
appropriate therapautic fevels are maintained.

Set Up Procedure

Refer to Wamings and Precautiens section for additional statemenls.
Do not use if blood port tip protectors are not in place.
Do not use if package has been previously opened or damaged.

Initial 2 !
Connacl the inlet (arterial) set, outlet {venous) set, monitaring fines, saline administration
line, and heparin line (where applicable) to the dialysis machine and diatyzer.

Air Testi

Although this dialyzer has been fested for mechanical integrity, a rupture or leak leading

to blood loss can occur during treatment. Therefore, air leak testing befors use, constant -

monitoring by & blood leak detector on the dialysate fluid line, and visual inspection of the
system is recommended.

1. Air testing should be completed prior 1o wetting either the biood or dialysate
sides of the dialyzer,

2. Clamp the outiet {venous) set below the bubble trap and any other tubes
necessary to create a closed system on the venous side.

3. Prior to turning on the blood pump, make sure there is an open port through
which air ¢an be drawn info the inlet {arterial) set through a bacterial barrier
such as a sterile pressure transducer isolator. Turn on the blood pump and
slowly increase the pressure in the extracorporeal circuit to 300 mmHg
(39.9 kPa) as measured on the venous pressure monitor.

4. Turn off the biood pump and clamp off the inlet (arterial) set between the pump
and the dialyzer.

5. I a pressure drop greater than 10 mmHg within 30 seconds accurs, check for a
fautty clamp or connection before assuming a dialyzer leak exists. A confirmed
drop in pressure greater than 10 mmHg within 20 seconds is not acceplable and
the dialyzer should be replaced.

6. Release air slowly by unclamping the outlet (vencaus) set. Release clamp on the
inlet {arterial) set

2
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Priming
Adherence Yo rinsing instructions is essential for removal of air and residues within the
evice.

1. Position the dialyzer in the holder with the venous blood port directed
upwards. Note: His important io keep the dialyzer in this position during
priming of the blood compartment. Close or plug both dialysate porls using
the blood port tip protectors. (Refer to Figure 1)

2. Aftach an [V Administration Set to a one liter container of sterile isotonic saline
{0.9% salire) and connect it as follows:

a. In a set equipped with a saline administration port, the isotonic saline can
be introduced by gravity flow at the saline administration port. When the
section between the port and cannula connector is free of air, cross-clamp near
the cannula connector.

b. When using a set equipped with an inlet priming port with cap over the
patient connection, attach the administration set directly inte the port.

3. Run the isotonic saline through the extracorporeal circuit at a flow rate of
approximately 200 mb/min.

4. After approximately 500 mL of isctonic saline has been run through the
dialyzer, and the dialyzer has been purged of ail air, stop the biood pump and
rotate the dialyzer 180 degrees so the arterial blood port {red} is directed
upwards,

5. Remove tip protectors from the dialysate ports. Attach the diajysate
connectors so that the dialysate fluid inlet line is near the venous blood port.
Blood and dialysate fluid shoutd flow countercurrently. Start the blood pump
and initiate dialysate flow at a rate of approximately 500 mb/min. Set the
ultrafiltration rate as low as possible. Do not allow the dialysate-side pressure
to become greater than the blood-side pressure. Do not run the saline bag
empty to prevent air from entering the system.

6. Turn off the biood pump after the extracorporeal circuit has been rinsed with
1000 mL of sterile isotonic saline. Make sure the blood compartment is filled
with isotonic saline.

7. Continue to run dialysate for another 5 minutes, then proceed to clamp the
arterial and venous lines near the cannula connector. Discard the spent
priming fluid. The venous bubble trap should be 3/4 full.

aution: When the priming procedure has been compteted, and the extracorporeal
circuit s free of air, set the ultrafiltration rale as low as possible. Do not aliow the
dialysate-side pressure to become greater than the blood-side pressure. This will
mirimize the uitrafiltration of priming solution from the dialyzer between the time when
the circuit is primed and treatment is to commence. 1f for any reason the treatment
procedure is not started immediately following the completion of priming, the isotonic
saline solution in the circuit should be replaced with fresh solution immediately prior to
the initiation of treatment.

Treatment Procedure
Refer to the Wamings and Precautions section for additional statements.
Specific directions should be given by the attending physician.

Cautlon: Operation of the dialyzer at a zero net UF rate or al extremely low net UF rates
may cause the dialysate-side pressure to excesd the blood-side pressure in a portion of
the dialyzer. Because the likelihood of reverse UF of nonsterile dialysate into the blood
is increased under these conditions, the UF rate must be carefully adjusted as directed
by a physician.

Administration of Hepar

Systemic or regionalized heparinization may need to be administered based on
instructions from attending physician.

For extracorporeal circuit configuration, refer to Figure 2,

Warning: Carefully observe the outlet (venous) bubbile trap chambsr as blood enters. [f
biood appears hemolyzed, clamp off the outlet (venous) set and simuftaneously shut off
the bload pump. Clamp off the inlet (arterial} sat. Verify that the dialysate mixturs is
proportioned correctly and properly formulated, then explore other causes (e.g. dialysate
over-lemperature, improper priming fiuids). Purge all incompatible fiuid from the
dialyzing fluid path. The blood must not be retumnead to the patient. When causs has
been determined and corrected, discard the diaiyzer and sets. Set up a new dialyzer and
sets and prepare the circuit in the normal way for starling treatment.
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1. Connect the arterial cannula to the inlet (arterial} set and the venous cannula to
the outlet (venous) set. Secure fittings before proceeding.

2. Remove the clamps fram the patient's cannulfa or fistula needtes and the intet
(arterial) set, then remove the outlet {venous) set clamp. Coordinate the starting
of the blood purmp with this action. Start the blood pump slowly and adjust the
speed 1o at least 80 mL/min. Do not allow the Jevel in the arterial and venous
bubble traps to drop below the manufacturer's recormnmended full fevel.

3. Check to make sure there is no air present in the arterial or venous headers, |f
air is present, run blood at a flow rate of 200 mL/min for five to ten minutes
through the dialyzer to remove any air bubbles.

4. Ensure that the appropriate treatment parameters are properly sel, e.g. bicod
flow rate, dialysate flow rate, ultrafiltration rate.

e n ftorin
it is recommended 1o monitor the post-pump inlet (arterial) pressures during treatment.
A continuing rise in inlet arterial pressure may indicale an obstruction in the dialyzer or
lines leading to the patient.
Although this dialyzer has been tested for mechanical integrity, a rupture or leak leading
to bleod loss can occur during treaiment. Therefore, constant monitoring by a blood
leak detector on the dialysate fluid line and visual inspection of the system is
recommended

if a blood leak occurs, an attempt may be made (al the discretion of the attending
physician) to return blood from the extracorporeal system to the patient (see
Termination of Treatment). [f the decision is made not to return the blood to the
patient, clamp off the outlet {venous) set and simultaneousty shut off the blood pump.
Clamp off the inlet {arterial) sel. Discard the dialyzer and sets.

Termination of Treatment
Waming: Any air that was trapped inadvertently in the dialyzer during priming and
treatment may be dislodged. Carefully monitor tha level of the venous hubble trap at
all times. Air rinsing of blood at the termination of treatment is not recommended.
1. Set ultrafiltration rate as low as possible. Do not allow the dialysate-side
pressure to become greater than the blood-side pressure.

2. Stop dialysate flow.

3. Reduce blood pump speed to zero and sequentially clamp outlel (venous) and
inlet (arterial) sets and arterial cannula.

4. Separate the inlet (arterial) set from the arterial cannula and connect the {arteriaf)
set to a source of slerile isotonic saline.

5. Open the clamps on the fluid administration set, the inlst (arterial) set, and the
outlet (venous) set and tumn up the blood pump slowly to 100 mL/min to return
the blood to the patient.

6. Intermittently clamp and unclamp the tubing beneath the venous bubble trap
with a line clamp. This will increase and decrease the pressure within the
dialyzer which will help reduce the amount of blood retained in the dialyzer. Do
not exceed the dialysis maching pressure limits.

7. Pump the fluid through the blooed tubing until the fluid in the outlet (venous) set
is as clear as desired.

8. Shut off the blood pump and clamp off the outlet {venous) set and the venous
cannula. Separate the outlet {vencus) set from the venous cannula.

9. ODiscard dialyzer and all other disposabie equipment. Clean dialyzing equipment
following manufacturer’s instruction manual.

10. Provide appropriate care to the patient's vascular access as prescribed by the
physician.

5

Questions? Contact FDA/CDRH/OCE/DID at CDRI:-FOISTATUS@fda.hhs.gov or 301-796-8118 .72 L/



Records processed under FOIA Request 2014-7591; Released 10/15/14

Priming Solution Outlet

Venous
Blue Header e ——
ll \\
s Dialysate Tip Protector \
/ Port “
: m !
\ '
\ /
) ’
”/\ s
ST \( “ /
Arterial ; \_,_______,/
Red Header .

Priming Solution Inlet

Figure 1 - Dialyzer Orientation During Blood Compariment Priming.
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Figure 2 - Extracorporeal Circuit for Hemodialysis Treatment.
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> Dialyseurs EXELTRA
Made d’emploi

Baxter ne peut garantir la stérilité, 'apyrogénicité, I'intégrité mécanique ou la
performance du dialyseur si ce dernier a déja éi¢ utilisé. Les modifications par rapport
4 la méthode indiquée doivent &ire effectuées seulement sous le contrdle ou avec
l'accord d'un médecin. Censultez [a fiche technigue spécifigus pour les performances.

Attention : En vertu de la loi fédérale américaine, cet appareil ne peut &lre vendu que
par up médecin ou sur la demande d’un médecin.

Précautions de stockage

Stocker a une température de 0 °C 3 40 °C, éviter les vibrations et 'exposition directe
au soleil. Eviter les variations excessives d’humidité refative.

Indications

Lutilisation du dialyseur EXELTRA est indiquée pour I'hémodialyse chez les patients
souffrant d'insuffisance rénale pour lesquels le traitement classique est jugé inadéquat,
ou en cas d’infoxication médicamenteuse due 2 'ingestion de médicament ou de
poison.

Ce dispositif ne doit étre ulilisé que sous Ia stricte surveillance d'un médecin.

Contre-indications

Il n'existe aucune contre-indication spécifique en rapport avec lutilisation de ce dialyseur
lors d’une procédure d'hémodialyse. Les patients présentant des antécédents de
réaction allergique au triacétate de cellulose ne doivent pas étre dialysés avec ce produit.

Effets indésirables

Des réactions d’hypersensibilité {type allergique) peuvent se présenter durant le
traitement. Des symptdmes et des signes de réactions asthmatiques, d'arrét respiratoire,
de prurit, d'urticaire, d’érythéme, d’cedémes périphérique et facial, d’hypertension,
“"hypotension, et d'arythmie cardiague ont été signaiés. Chez les patients présentant des
técédents de réactions allergiques, y compris 'asthime, it est nécessaire de surveilier
&5 signes et les symptomes pendant ie traitement.
Les effets secondaires souvent associés A une hypovolémie ou une hypervolémie, tels
que hypotension, Fhypertension, les maux de téle et les nausées peuvent généralement
&tre évités par une surveillance stricte de Féquilibre hydroélectrolytique du patient et par
le contrble du débit sanguin et du taux d'ultrafiltration.

Recommandations et précautions
Se reporter aux procédures spécifiques pour d’autres recommandations et précautions.

AVERTISSEMENT : dans le cas d’une réutilisation, les propriétés de
performance des dialyseurs EXELTRA n'ont pas été établies st les
procédures de désinfection n’ont pas été validées. La persistance de
{islﬂu‘sf de t:istniuetant peut provoquer des réactions indésirables chez
es patients.

Empolie gazeuse

Eviter la présence d'air dans le circuit extracorporel pendant le traitement. Si de I'air
s'introduit dans le systéme, le traitement doit &tre Interrompu et le sang ne doit pas
dtre restitué au patient.

Réac ) Ibilité
H est recommandé d'interrompre le traitement si le patient présente des signes ou des
symptémes de réactions ¢’hypersensibilité. l est impératif de ne pas restituer au
patient le sang contenu dans le circuit extracorporef au moment od la réaction a eu
fieu.

; sabilte
Les dialyseurs EXELTRA ne doivent e utilisés qu'avet des générateurs de dialyse
équipés d'un maltriseur d’ultrafiltration ou d’un systéme précis de contrdle de
I'équilibre de liquides.

Lutilisation du dialyseur EXELTRA dans des conditions cliniques de pression
transmembranaire élevée peut entrainer un taux d"ultrafiltration net pouvant fargement

“épasser les besoins d'ultrafiltration de certains patients. Dans ces conditions,
ilisation d'une solution de réinjection stérile est obligataire.

Dialysat
|/ utilisation d'un contrdleur de conductivité en ligne est recommandée. Afin d’éviter une
hémolyse, 1a température du dialysat ne doit jamais dépasser les 42 °C.

Procédure
1. S'astreindre & ung asepsie rigoureuse.

2. Tous les raccordements doivent &ire scigneusement conlrlés avant et pendamt
le traitement.

3. Les piéges & bulles d'entrée (ariériel) et de sortie (veineux) doivent toujours étre
aux 3/4 pleins. De l'air pouvant s'introduire & lintérieur du circuit extracorporel
en amont de la pompe & sang, l'utilisation d’'un détectewr de builes d'air sur la
ligne veineuse est recommandée.

4. Afin de préserver 'intégritd des fibres, ne pas dépasser une pression
fransmembranaire de 500 mmHg (66 kPa).

5. Il est recommandé de peser le patient avant et aprés le traitement afin de vérifier
I'importance de I'ultrafiltration.

6. Différents produits de dialyse distribués par d'autres firmes peuvent &tre utilisés
avec le matériel ou les produits de Baxter Healthcare Corporation. Comme Baxter
n'est pas responsable des variations, des tolérances, de a résistance mécanigue
ou des modifications pouvant survenir 4 ces produits, Baxter ne paut garantir le
bon fonctionnement des produits de dialyse des autres firmes lorsqu'its sont
conneciés aux produils Baxter.

7. Sile patient est scus traitement médicamentewx, vérifier réguliérement les
niveaux sanguins pour assurer le maintien de niveaux thérapeutiques appropriés.

Procédure de mise en route

Gonsultez la section Recommandations et précautions pour des instructions
supplémentaires.

Ne pas utiliser si les protecteurs de stérilité des connecteurs sanguins ne soni pas a feur
place.

Ne pas ufiliser si Yemballage a été ouvert auparavant ou endommagé.

Montage initi

Connecter la ligne d'entrée (artérietle), Ja ligng de sortie (veineuse), les lignes de contrile,
1a ligne d'administration de solvté e11a ligne d'héparine (le cas échéant) au générateur de
dialyse ¢t av dialyseur.

Test 4 [a pregsion du dialyseur

Bien que lintégrité mécanique de ce dialyseur ait é1¢ testée, il peut toujours se produire en
cours de traitement une rupture ou une fuite entrainant une perte de sang. C'est pourquol
il st recommandé de faire préalabiement a 'utilisation un essai & la pression et d'exercer
ensyite un contrdle permanent  'aide d'un détecteur de fuite de sang placé sur la ligne du
diatysal. Une inspection visuelie du systaéme aest également recommandés.

1. Le test 4 la pression doit &tre achevé avant le ringage du compartiment sang et
dialysat du dialyseur.

2. Clamper la ligne de sortie {veineuse) en aval du pidge a bulles, ainsi que toutes
les autres tubulures nécessaires & la mise en place d'un systéme clos sur la ligne
veineuse.

3. Avant d'actionner [a pompe & sang, s'assurer qu'l existe un orifice cuvert par
lequel de I'air peut Etre aspiré dans la ligne d’entrée {artérielle) au travers d'un
filire bactérien tel qu'un isolateur de pression stérile. Actionner la pompe et
augmenter lentemnent la pression dans le circuit extracorporel jusqu’a 300 mmHg
(39,9 kPa) comme mesuré par ie manométre de pression veineuse.

Auréter la pornpe et clamper la ligne artérielle entre le dialyseur et la pompe.

5. Sila chute de pression est supérieure & 10 mmHg dans un délai de 30 secondes,
vérifier qu'il a'y a pas derreur da clampage ou de raccordement avant de
conclure a une fuite dans le dialyseur. Une chute de pression supérieure a
10 mmig dans un délai de 30 secondes n'est pas acceptable et le dialyseur doit
étre remplacé.

6. Faire éventer l'air fentement en déclampant fa ligne d'entrée (veineuse). Retirer le

clamp de la ligne de sortie (artérielle).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 72 G
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Amorgage

" est indispensable de bien suivre les instructions de ringage pour &fiminer I'air et les
sidus de {'intérieur du dispositit,

1. Placer le dialyseur dans son support, 'embout veineux du sang dirigé vers le
haut, Remargue : il est important de maintenir le dialyseur dans cette position
pendant I'amorgage du compartiment sang. Fermer les sorties du dialysat 3
Iaide des protecteurs de stérilité des connecteurs sanguins (se référer & la
figure 1).

2. Raccorder un nécessaire pour perfusion i.v. 8 une poche d'un litre de solution
salina isotonique stérile 2 0,9 % comme suit :

a. Dans le cas d’une ligne comportant un site d’injection de solution saline
isotonigque, la solution peut étre administrée par gravité au niveau de ce site.
Lorsque la section entre le site et Je connecteur de canule est purgée d'air,
clamper a proximité de ¢e connectewr.

b. Sila ligne comporte un sits d’amorgage avec capuchon sur la connexion
patient, raccorder le nécessaire pour perfusion directement sur le site.

3. Faire circuler 1a solution saline isotonique 3 travers le circuit extracorporel 4 un
débit d'environ 260 mL/min.

4. Aprés avoir fait circuler environ 500 mL de solution saline isotonigue 4 0,9 %
dans le dialyseur et éliminé Tair, arréter a pompe a sang et tourner le dialyseur
de 180 ° pour que la sortie artérielie (rouge) se trouve vers le haut,

5. Retirer les protecteurs de stérilité des sorties dialysat. Fixer les connectewrs
dialysat pour que la ligne d’entrée du dialysat se irouve prés de 'embout du
sang veineux. Le sang et le dialysat doivent circuler en sens inverse. Mettre Ia
pompe 4 sang en marche et faire couler i diafysat 4 un débit d'anviron
500 mU/min. Régler le taux d'ultrafiltration au minimum. Ne pas lisser Ja
pression dans le compartiment dialysat dépasser cetle du compartiment sang.
te pas faire fonctionner le sac de solution saline A vide pour éviter I'entrée
dair dans e systéme,

6. Arréter la pompe A sang aprés avoir rincé le circuit extracorporel avec 1000 mL
de solution saiine isotonique stérile 2 0,9 %. S'assurer gue le compartiment
sang est rempli de solution saline isotonigue.

7. Continuer & faire circuler fe dialysat pendant 5 minutes puis clamper les lignes
artérielle et veineuse prés du connecteur de la canule. Jeter le liquide
d'amorgage utilisé. Le pidge & bulles de Ia ligne veineuse devrait 8tre aux
374 plein.

Attention : une fois le dialyseur amorcé et [e circuit extracorporel purgé, régler Ie taux
d'ultrafiltration au minimum. Ne pas faisser la pression du compartiment diafysat
dépasser celle du sang. Ceci permet de minimiser I'uttrafiltration du iiquide d’amorcage
du diafyseur entre le moment ol le circuit est amorcé et le début du traitement. Si pour
une raison quelcongue la procédure ne cormmence pas immédiatement aprés
Famorgage, fa solution saline isotonigus du circuit doit Etre immédiatement remplacée
aveg une nouvelle solution avant le début du traitement.

Procédure

Se rétérer 3 Ja section Recommandations et précautions pour des instructions
supplémentaires.

Des instructions spécifiques seront données par le médecin traitant,

Précautiens : I'utilisation du dialyseur avec taux d'UF {ultrafiltration) net nul ou 2 des
taux d'UF nets extrémement bas peut entrainer une pression dans le compariiment
dialysat supérieure a 1a pression du compartiment sang dans une partie dv dialyseur,
Comme la probabilité d’ultrafiftration inverse de dialysat non stérile dans lg sang
augmente dans ces condilions, Je taux d’ultrafitration doit étre soigneuserent réglé
selon les indications d'un médecin.

Injection d’

Une héparinisation systémique ou locale peut étre réalisée selon les instructions du
médecin traitant.

Démarrage dy fraiterment
Pour la configuration du circuit extracorporel, Se référer 4 la figure 2.

Attention : observer attentivement le piége & bulles de sortie (veineux) au moment ol
péndtre le sang. Sice dernier semble hémolysé, clamper la ligne de sortie (veinsuse)
et arréter simuftanément fa pompe 4 sang. Clamper la ligne d’entrée (artérielle).
Vérifier la formulation et les proportions du mélange puis chercher les autres causes
possibles (surchauffe du dialysat, utilisation d'un liquide d’amorgage jnadéquat).
Purger tout liquide incompatible du circuit de dialyse. Le sang ae doit pas &tre

“titué au patient. Une fois 12 cause identifide et comigés, metire le dialyseur at les

:s.au rebut. Instalter un nouveau dialyseur et des lignes et préparer le circuit sefon

~ procédure normale pour commencer le traitement.
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1, Raccorder [a canule artérielle sut la ligne dentrée (artérielle) el la canule veinguse
sur la ligne de sortie (veineuse) sur les lignes appropriées. Bien serrer les
raccords avant de continuer.

2. Retirer les clamps de ta conpexion patient ou des aiguilles A fistules et de la ligne
d’entrée {artérielle), puis retirer le clamp de la ligne de retour (veineuse).
Coordonner cefle action avec le démarrage de la pompe 4 sang. Démarrer la
pompe 4 sang lentement et régler 12 vitesse & un minimum de 80 mU/min. Le
niveau des pigges & bulles artériel et veineux ne doit pas descendre au-dessous
du niveau recommandé par l2 tabricant.

3. Vérifier qu'il n'y a pas d'air dans les tétes de sortie artériefle et veineuse. Side
I'air est présent, faire circuter e sang & un débit de 200 mL/min pendant
5 & 10 minutes dans le dialyseur pour retirer toute bulle d'air.

4. Vérifier que les parametres du traitement sont bien réglés : le débit de sang, e
débit de dialysat, le taux d’ultrafiltration,

e our ite
It est recommandé de contrbler les pressions en aval de la pompe artériells pendant le

fraiternent. Line augmentalion continue de 1a pression ariérieite peut indiquer une
obstruction du dialyseur ou des lignes menant au patient.

Bien que I'intégrité mécanique de ce dialyseur ait é1¢ testée, il peut toujours se produire
en cours de traitement une rupture cu une fuite entrainant une perte de sang. C'est
pourquoi il est recommandé de réafiser un contrfle permanent au moyen d'un détecteur
de fuite de sang sur la ligne de dialysat et une inspection visuelle de 'ensemble du
systéme.

Si une fuite de sang se produit, il faut essayer (seten Favis du médecin traitant) de
vestituer le sang du circuit extracorpore! au patient (voir Fin du traitement). Sile
médecin décide de ne pas restituer Ie sang au patient, clamper la ligne de sortie
(veineuse) et en méme temps arréter la pompe 4 sang. Clamper 1a ligne d'entrée
(artérielle). Mettre le dialyseur et kes lignes au rebut.

Fip dy traitemesnt

Attention : Iair qui aurait pn 8tre emprisonné dars le dialyseur lors de "amorgape et
du traitement risque &’ étre entrainé dans ie systéme. Surveiller constamment et
attentivement le niveau du piége 3 bulfes de ka ligne veineuss. Le ringage du sang &
I'air 4 k3 fin du tratement n'est pas recommandé.

1. Régler fe faux d'ultrafiltration au minimum. Ne pas laisser fa pression du
compartiment dialysat dépasser la pression du compartiment sang.

2. Arréter la circulation du dialysat.

3. Diminuer la vitesse de Ja pompe 4 sang jusqu'a zéro et clamper successivement
les lignes de sortie {veinsuse) el d’entrée (artérielle) puis fa canule artérielle,

4, Déconnecter |a ligne d’entrée (artériefle) de la canule artérielle et raccorder la
figne artérielle 4 un récipient de solution saline isotonique stérile.

5. Déclamper fa ligne d"administraticn du perfuseur, &a ligne 'entrée (artérielle) et fa
ligne de sortie {veineuse) et démarrer 1a pompe 4 sang feniement jusqu’a un débit
de 100 mL/min pour restituer le sang au patient.

6. Clamper et déclamper alternativement la tubulure sous je pidge 4 bulles de la
figne veineuse. Ceci provoquera, par des augmentations et réductions de

pression dans le dialyseur, I'dvacuation du sang présent dans le dialyseur. Ne pas
dépasser fes limites de pression du générateur de dialyse.

7. Pomper le liguide de ringage au travers de la tubulure sanguine, jusqu'a ce que le
lauide dans 1a Yigne de sortie (veineuse) soit considére suffisamment clair

8. Arrgter la pompe a sang el clamper la ligne de sortig {veinevse) et la canule
veineuse. Séparer la ligne ds sortie (veineuse) de la canule veineuse.

9. Mettre le dialyseur et le matérief jetable au rebut. Nettayer le matériel de
dialyse en suivant les instructions du fabricant.

10. Effectuer les soins appropriés sur le site d’accés vasculaire du patient comme
indiqué par fe médecin.
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Figure 1 - Crientation du dialyseur pendant 'amorgage du compartiment Figure 2 - Circuit extracorporel pour I'hémodialyse.
sanguin.

, Trajet extracorporel stérile ot apyrogéne.
R Stérilisé par rayonnement gamma,

“ Afin de préserver |'intégrité des fibres, ne pas
:?kxm laisser la pression transmembranaire excédsr
66 kPa {500 mmHg} durant 1a dialyse.

A usage unigus seulement.

A

Questions? Contact FDA/CDRH/OCE/DID at CDREI-FOISTATUS@fda.hhs.gov or 301-796-8118 &
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5M2119 07-19-36-769
Baxter

EXELTRA 150 Data Sheet

Approximate Performance Characteristics

Note: Operation of the dialyzer under clinical conditions may produce values different from those illustrated because of the variables involved in the clinical
dialysis procedure, in the cellulose triacetate membrane, and in the manufacture of the device, Therefore, the values given are for approximation only.
See in-vitro test cenditions for explanatory materials relating to the test conditions from which the data were derived.

Waming: These devices must be used on dialysis machines equipped with an ultrafiltralion controller or an accurate fluid balancing system.

SPECIHCATIONSPLRF ORRIANCE

Modet EXELTRA 150
Code Number 5M2119
Effective Surface Area (m?) 15
Effective Length (mm} 230
Priming Volume {mL) 95

1

i T}

Uea| to¢ 193 262 305 332
Creatinine | 100 186 242 274 297
Phosphate | 99 179 227 255 274
VitaminBy, | 90 132 152 163 170
Myoglebin | 30 33 33 34 3

Ultrafiltration Rate {mL/Mhr/100mmHg) 3150
Materials Cellulose Triacetate

Hollow Fiber | Inner Diameter 200 microns
Membrane Thickness 15 microns

Sterilization Gamma lrradiation

|] IN-VITRO TEST CONDITIONS II

1. Clearance in compliance with the evaluation standards for dialyzer performances called for by

the Japan Society of Artificial Organs, SPECIFICATIORS OF MODULE
Solute Concentration: Test Solution: Dialysate Header- Polycarbonate
Urea 100 mg/dL Temperature: arec Housing: Polycarbonate
Creatinine 10 mo/dL UFR: 0 mU/hr Potting Compound: Polyurethane

Phosphate 5 mEgq/L Dialysate Flow: 500 mL/min
Vitamin B12 2 mgl’dL
Myogiobin 10 mg/dL

2. Utrafiltration rates were determined using bovine blood.
HCT: 25% Blood Flow: 200 mU/min

3. Priming Volumes were determined using an agueous solution,

Baxter and EXELTRA are trademarks of Baxter international Inc.
Baxter et EXELTRA sont des marques de commerce de Baxter Internationat Inc.

Distributed by/Distribué par

Baxter Heaithcare Corporation H l R ® A
Deerfield, IL 60015 USA Sterilized By Gamema lradiation For Singla Use Only et Insiructions For Use
Made in Japan /Fabriqu & au Japon Stérilisé par rayonnement gamma Aumge unique seulement  Voir mode d’emploi

©Copyright 2003, Baxter Healthcare Corporation. All rights reserved.
07-19-36-769 2003/03

o,
R8b

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

-
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5M2120
Baxter

£ie> EXELTRA 170 Data Sheet

Approximats Performance Characteristics

07-19-36-770

Note: Operation of the dialyzer under clinical conditions may produce vatues different from those illustrated because of the variables involved in the clinical
dialysis procedure, in the cellulose triacetate membrane, and in the manufacture of the device. Therefore, the values given are for approximation only.
See in-vitro test conditions for explanatory materials relating to the test conditions from which the data were derived.

Warning: These devices must be used on dialysis machines equipped with an ultrafiltration controller or an accurate fluid balancing system.

SPECIFICATIONS/PERFORMARCE

Modei EXELTRA 170
Code Number SM2120
Effective Surface Area (%) 17
Effective Length {mm) 239
Priming Votume (mlL) 105

Clediang:

Urea] 100 196 268 310 344
Creatining] 100 190 252 286 307

Phosphate| 98 179 232 261 280
VitaminB,] 92 138 160 172 180
Myoglobin| 34 39 45 46 48

Uttrafiltration Rate (mL/hi/100mmHg) 3380
Materials CeHulose Triacetate

Hottow Fiber [ jnner Diameter 200 microns
Membrane Thickness 15 microns

| Sterilization Gamma Irradiation

" IN-VITRO TEST CONDITIONS II

1. Clearance in compliance with the evatuation standards for dialyzer performances called for by

the Japan Society of Artificial Organs.

Solute Concentration: Test Solution; Dialysate
Urea 100 mg/dL Temperature: arc
Creatinine 10 mg/dL UFR: 0 miUhe
Phosphate 5 mEg/L. Dialysate Flow: 500 mt/min

Vitamin By; 2 mg/dl
Myoglobin 10 mg/dL

2. Ultrafiltration rates were determined using bovine blood.
HCT: 25% Blood Flow: 200 mL/min

3. Priming Volumes were determined using an aqueous solution.

Baxter and EXELTRA are trademarks of Baxter Intemational Inc.

Baxter et EXELTRA sont des marques de commerce de Baxter International Inc.

Distributed by/Distribué par
Baxter Healthcare Corporation
Deerfield, IL 60015 USA

Made in Japan/Fabriqué au Japon

Copyright 20603, Baxter Healthcare Comporation. All rights reserved.
19-36-770
2003/03

-

EE———— P — e e

poh| R

Sterifized By Gamma Irradiation
Stérilisé par rayonnement gamma

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

SPECIFICATIONS OF MODULE
Header: Polycarbonate
Housing: Polycarbonate

Potting Compound: Polyurethane

® A\

See instructions For Use
Voir mode d'emploi

o)
28¢

For Single Use Only
11sage unique seulement
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Distributed by/Distribué par This End Up/
Baxtes Beatthcare Corporation Haut
Deerfield, i 50015 USA @
Barter and EXELTRA are trademarks of Saxter InternaSoral knc/
Parier «f EXELTRA sont des marques de commerce de Baxter Interrational inc.
Made in Japan/Fabriqué au Japon

Fragile

Baxter

5M2119 24 Units/unités

DRI High Fhae DinlypaOinlyens EXATIA
EXELTRA 150 S3fmrers
& Bipsmriiey
Wﬂfm

Sinrtond By Cademt it nbbatlrdd
SHrtat per royemammm firketd

Baxter

Distributed by/Distribué par This End Up

Raxter Healthcars Corporation st

Deerfietd, 1L 60915 LUSA @

Baxtsr and EXELTRA are trademarks of Baxtes International Inc./

Baxtet et EXELTRA so6t des marques de comimelce de Baxier Internationa Inc.

Made in Japan/Fabriqué au Japon I
Fragie

Baxter

07-05-36-765 @?}

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Digtritasted by/Dis¥ribyk pas Yhes End U

Ranint Healthtaes Corporation Huk

Deetfiokl, 1. 60015 USA @

Sarter and EXELTRE 27 redestiwks of Baxter Intarsbonad 0./

Baxter st EVELYRA soet deg marsees de comnieres de Baiter Internations] b,

Hade I JaoruvFabriqué a Japon M
Fragie

Baxter

5M2120 24 Units/anités
EXELTRA 170 mSmemr=™

e gl A 9 Y| i3
33 %{!ﬂ&:ﬁ i
kil W 2

Lapiramy. o .

g ey
B

it Ny s et
T o AN

xee

Distributed by/istibod par his End Upd
Sacier Reatthoacy £ orporation Haut
Deecfield, H. 60015 USA, @
Smitet st EAETRA are tradeimaris of Baxiee Iprnations] Ing ]

Taaber ¢4 EXECIRA 3000 das marues de commmits de Sadter I nationa) fae

Made in JapanFaligud s Japon H

Fraghe

Baxter

07-05-35-342 @

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

infroduction

Tais diretion sheet is infended %o 1S wih e €7~ Gelluiose Triacatals Hoilow Fber Dialyrer. See darz

shecl tor paciormants chanclenstis of accompdnying datvzer motiel. Deviation Iram described Mtiads
shouid] be undevtsiern only tdar the supsrvision g with the spprovl of a physicin,

Mcte: Thin diatymer is rocwwsmevtod for g e 36 anly.
Such of Dur ariginal medical ftsratyre regarding dialyzer reuse describes risks and hazards associzied with
1% practwe. These inciude an increass in moehicily (Wing »t a1, 1378), septicernia (Hetl 1977} febriln
reactions (Neh 1372); sraphylactold reaciont (Cesterc ot ), 1875). meduted solute clearances (i of &
1974} forrmation ﬂwfﬂmw&bﬁs{m@nf 187%: Horvison et al. 1975, Fasshinder ol &l 19749
Lymen st . 1983} ik \eriury chelane) (Bolan el af. 1985}, tisk of crogs use Between
patiests; an increassd gk of mpaim (Stamen 1978; and & defeirsious sfiect on mechanicsd integrity (Favmo
and Bland 19863, Acute Rwic (Revetand of 2k, 1977, Dgden o &, 19733 o allesgic reactions {Séemsen = al.
97 4] relatedt 20 the we of formuaideyde i patierrts are also clied.
Since thase sarly teports, some of the Ced duks and hazinds have Do shows 10 b retited to ghe speciic
meibeds of rinsing, tieantsy and sleritzation smpkyed. In midition, ﬁekwdcqunyalmeﬁmm:ﬁ' stoethend
of dernonstrating an accaptalde resiuat imvel of Totmaldetyte hias bea: reported and 3 subsiiate, mors
serwitive st proposed (Nash 1053, Keskaviah 1580). Dre Study shawed that e fisk of hepatitis in reuss
£rsmrg wag gt ighes Man in single use centers [Fiess al al. 19813 When meuse 5 propefly caried oo,
venediical bersefits during dialysis have been Cined, & 9., reduction of signs and symptoms of fever,
ng, thest pain, respizatory disliess, hypolension. nauses axl vomiting (Xart and Poliak 1850,
wat 28 A7 1880 Rodson ot af. 18863,
Heduction in dialyser induced kuktpesia gnd hemolylic tomplemen sciivation has also beennofed 1o be
psvaciated with dizbrer reuss (Saudie ot a2 1977, Hakim #f 5 1981 Hakim and Lowrie 1950,
R of 319803 aknough ihe Gimear sigréficance of this Bnding is not ciegr. Thee have been stodies
hat repni recuclion in moraiy fos patients teeatest 30 dizlysis unts thyt were long fnmn seusers {Heid es 3.
1987}, Brw conceiny, Bowever, Bive Deen raised regarding the risk of carcinegenicity as teiled (o keng tarm
exposure of patress od S o foeraigehyde U3 Renu%m:y Coungit 1880} or other #tiects due i Jorg
wrm adimisteon 0f el s of this apent Feyse it 3ise contramdiated lor paliens who are
semsitive 1t disinfection solution residuals zad backrsmit patients (Kaser 1987). A conseisys Iigarding the
triecfical decaplabiity of sease has 001 boan reactied. 1 has been suQhestsd thad standard proowies o
rinsing, cleanizg ang sfenlization be Sevelopid and swalvated I prospective, Tandomized trisis. AARH fas
devtioped guidelags {Recommmated Practios Jor Reuse of Hormodiaboers TOSE} which ooyl be isnd in
preparing prodacols foz these tnals, wiuemtmm?,hmnmmmm Lintil sch Yigls have
been stoompliched ard the sesults anabyasd, 0f ¢ medleat iy o specitic
techagques gibarwise develnpeif, MHmmWMmewmmmmm
et singe e,
Sings somisitions: of cieaning and resteriization after Ehe fest use 272 W sesponsibitty of the attending
s o mEttlion pedesing Slahoer reuse, Baxier Santel wairant the sterbty, tongyrogeniciy,
xhanial mtagrity or perfeemance 6 this dialyrer when reused.

description

St cala shewt for materiats of construction and sterlization Rethod of the sccompanying e modet,
Dityzing fiuig i Shiebuted around Sach hotiow fiber. Blood anters one and of the dialvser Thiough the blood
il port, passes ibrough the hodow fikers and exity at the opposite snd frougs: the dood oefiet pon.
Dizghyring Rold enters and sxits in sounlercurrent Lashion (o the ood figw trough separate dialysats ports
{FigLee 1) Sew oala shoet for spproxitasie suriics ates of the aceompanying dialyrer srocsl. The seriace
ares may vary ue 1o the variables dmvolved in the tanutarture of B devics,

High Parmeakiifty Dialyrers

High permesbisty dislyzers must be used only o soniunction: wilh diafymis machines pest with an
uum}mﬂmmrm Mmmmumﬂolkemmcmtmméuww?n’g@mﬁw
semoval from the patient during dialyshs acootding 1o 2 presel Huid nemoval goaf,

Actians

Some perlarrrance characteriaiics ¢ v dalyrer ars depicied 0 Ie accompanyieg tita
hnmmmmmmmmmmwmawmmm
Wit i pvalyation slandarsts for Siaivier performiances Cafled lor by Bwe Japan Sociely of Antilicial Organs,
UBratiteation Characieristics Tuve Dees measinsd sing # witrper exmb!aodeommng sysisms,
Opecation of fhe Giayzer ynder dimeal conditions my produce ditiszen istics from
mmzmwm«mmmm&mmﬁmmmmmmmm
roendirane Shers and the manilachur of the device.

Indications
whdlysls with these dialyzers s igicated Tor patients wih acule of chronie fenat Sxture wivn
Hvitive Serapy is ludged 1o be inadequate.  may 5o be indicaled in the ieatment of patiests
ramarahed with poisons of dregs (Wirchestet of &, 19773,
Seiwction of patients a5 carditates for such procedures i 2 Mmedical responsibiiey. with S outtone
gependen O sany foctors, The vevice shesg be usest onfy on The diroction of 2 plysicias who hay
evakiaied 3k of th pertioesd features Of e pabents Hoess.

Adverse Reactions

mmmwmm e} reactions dering dialysls, Symplors
mwmmmm ol m erythema, porigheral and

faclal eemia, e !v;wmmmmwm m«mmmmmm
quman&mm
Siete affects sach as headiache and nausex which sy

Wmm be assockited with
“‘W;ﬂm*‘r'r;x-wu‘a e csually e werided by canphd mm‘aﬁ":ﬁ.ﬂm!‘.ﬁs mmsﬁm
Slamee, mmmmmmmmmmm mwam 4 hivod

o, oo vertesting, hemolysls, Svcescha ultrafifiration and skt imbatincs have duen xssociabed
ﬁﬂwmﬂmﬂmdﬁmww o
oy Division

NV s~

Warnings and Precautions

A Wypereenaitieity Revctions
¥ is cecomenented that dalysit de acantmeed in sy patient wxhibiting Signs & tymptoms of
mmmﬂmmnmn%wumm *
m“gmmmma.umwmmauWhm
sriracorporeat Chroult 1 thy tee of e reaction Showid sol b 1etwreed 1o Bhe Bafient. 1 fwether i

&, Migh Parmeshifily Distyzen
High perneabifity devices are defined s Shose devices with ire vivy ultrafétralion tates. greater than
B0 rmmisg. wmmummmmmmmmﬁwﬁm
#n ullradifogtion contrelky,
Pmmm#ymmwumbmydhwmmummmmmm
complicatinns mizind 1a extessive ks removad A glegirolvie balance.

§. Diadyzing Fladd
1. mﬁﬁq Tuibd 8 the approprizia ctimpesEion shouk! be silertesf by & physitis fo sult he pasients

2. e of g vondurtivily Muter 10 contitm praper mixing 4 somnened,
3. To svoit hemaotysie, Glalyzing fluid tmperatute shoukd hever wsed 42°C {10767,
W, Pialyshs Frocrdeey

1 mpwmwmmmwwmmmfmmmmmmwnmammmm
patient jo the inlel {arterily st oediel (venous) sety,

2. Al conrrtions SHoUS be Chascked carshilly hefore and during e tirt minutes of operation. Al
sevaral fimes guning ditesis. there shotd be wissal nspections of te conrections fa detact ieaks and
veid Mond ks,

3, Thewﬂe!Wm}bubmmmﬂh&ﬁmaaﬁm%wmnwm capahifty
See Ingiructions avcompanyiag sets. Since the MMﬁmmdmmumu
extranarponer cirosh on the negative Iressyie Side of the putng, The use o an s butibie teieckor
device on the venous line is recommenced.

£ 5 qvoul smnecessary biood friomma, the bigod pump miext be adiusied for proper occiusion of the
aumgugmmm Refer 12 instructions scctunnging e blood pump and drtyzar tiubing set

fes prope: acchrsion progedhres,

5 ugmmmmwmmm”mmmmmm The use of
heavy duty clamps-missmizes the Hossibifty of i bl off and insures somplets fubing occlusion.

.94 anmmmmmmwrmmammwwm»mm
an ocear Jurlng dlatysis. Therglore. both alr testing beture ate (See Pressore Testing Section) ang
wonslam Motoring by mss of ¥ Samogictin biood inak detecior s the Salyziog fid kne of the
iatysls machine and visa) inspection of e SYstem s recovensended.

7. HMWhM¢mmmﬁuaMmgmqu{amcmd
e atterding physiiany fo ety blomt ram e exteaourponss: Systers fo the patiers (Ses
Testinating Diatysis Saction). ummammnmmmwtfgmm
%nmmtaigumpww[m)mmmem;mmmmmmmamm

gysiem, ciamg ol hMamwmmmmqaw
04 putiet veroizs) sets, Close e pationt's cannotes 3¢ recnowe clamps 1o mitain biood Now,
patierns with fisluke: wusintain patency of the Hstuks sets by Wjectng agproximately § ml of
mmwpmmmmm Retrirve P diatyrer ang it ety Trom the mischine st

1wmm @ambﬂummﬂhw appears hemolyped, chimp off the
Datiet {y ) et 2 g e

o

Fo preserve Rer wbegrity, uwmmmmm
18, m«mmMWﬂmmummmm
- T will detect cartain peobleins indicatet by rising inlef bTessur and sow
mmmmwmxwmhmamm A continasiog riss in el
Lc pwmmmmmﬁmmmmawummﬂewmmm
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mmianmmm:mmmmdwmumbemﬂ Sez dirpctioens

.mmmmsmmm urafiftration the akvsain e i § Pottion Hatyrer
mary excaed the blood pressure. Uinder thves @mwﬁw:hh:;s ;(::hw
intused int the bivad, mmnam:&mwuwmmmaumw:
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sratient, wmﬁmnamdmxmw
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NOT FOR PRODUCTION USE
Preparation of the Patient

Preparing the Dialyzer
A Pressure Testing

o

Mate: It is recommended that the fotlowing testing be completed prior to wetting either the tiood o

dialysate sites of the diatyzer,

To ensure that the diatyzer does not have a leak, perform the tollowing procedure (Figure 2).

1. Ptace the diatyzer in the diatyrer holder.

2. Instafl pump segment of (e inlet {arterial; set in e biood pump and adjust for proper occlusion.
Reter to instructions accompanying sets.

3. Suspend the outlet (venous) sat with the bubble frap in the vestical position.

4. Asepticaity remove the pratectors from the inlet (arteriai) sef and dialyzer Inlet port and connect.
Repeat with the outle! (venous) sel.

%. Connect the moniloring line on the oullet (venpus) el 1o the venous pressure manilorn

. Clamp the outiet (venous) s below the bubble trap and any other tubes necessary to create a closed
sysiem on the venous Side.

7. Prior 16 turning on the bipod pumg, make sure there is an open por through which air can be drawn
Into the set through a bacterial barfeer such as a Sterike Pressure Transducar isolator. Clamip any
other ait passages (e... heparin infusion line, pressure monitaring linej to create a closed system.

. Tum on the blood pump and slowdy IncTease the pressure in the axtracorpore! circuit to 300 mmbg

25 measired on the Yenous pressure monitor.

Turm off the blood pump and clamp oft the Inlet (arterial) sl between the purnp and the diakyzer.

10, Qbserve the drop m pressure in the blood compartment; any drop in pressyre greater than 10 mmbg
within 3t seconds is nol acceplable and the diatyzer should be replaced. If a pressure drop greater
than 10 mmHg occurs, check Tor a faulty clamp or conneclion before assuming a dialyrer leak exists.

11, Release air Showly by unclamping the outiet (venous) set. Release clamp on the inlet (arlerial) set.

Inifial Assembly
1. Refer Yo Air Testing section above and perform steps 1 through 4.
2. Connect the remaining monitoring fines, saline administration line, and heparin line where applicatrie.

Priming the Dialyzer (Figure 3)

1. Posiion ihe diatyzer in the holder with the venous po directed upwards {Figure 3).

2. Clase or plug the dialysate ports by clamping and connecting the dialysata knes to the dialyzer (the

dialysate inlet line shoud be connected af the same end zs the venous outlet).

3 Check 10 make sure the arterial and venous lines are connecled securely to the dialyzer. Attach

an IV Administration Set Yo a one ier container of heparinized saline and connect i to the saline

administration port o0 the anerial sel (Figure 4). An additional one tiler of saline solution should

be avaitable for intusion during dialysis and for rinsing the extracorporedl circuit when terminating

dialysis. Run the heparinized saline solution through the extracorporeal circuit at a flow rate of

approzimatety 200 mlfenin

After approximatety 500 mi_ of heparinized saline has been run through the dialyzer. unclamp the

dialysate lines to the diatyzer and run dialysate at a Now rate of approximately 500 mi/min. under

3 pressure of appraximately § mmHg.

Tuen the blood pump o after the exiracorpereal tircuit has been rinsed with 1000 mb of the

heparinized saline selution, Gontinue to run diatysate tor another 5 minutes; then proceed to clamp

the blood lines shown in Figure 5. Discard the spert priming fhuid. The venous bublie trap shoukd
he 3/4 tull.

Cartion: YWhen the priming procedure has been completed, and the extracorporeal circuit fs free of
air, set the dialysate outlet (negative) pressure to approximately zero (0 mmHg). This will
minimize the ultrafiftration of priming sohution from the dialyzer between the tima when the
citcuit is primed and dialysis i to commence. Some ultralifiration of the priming sotution
will occur (additional heparinized saline may need to be added to the circuit 10 prevent afl of
the priming sofution from being uttrafiltered). I for amy reason the dialysis procedure is not
staried immediately followsing the completion ol priming, the priming solution in the circult
should be displaced with fresh solution immediately prior to the inftiation of dialysis.

Administration of Heparin

Anhough heparin administration procedures vary, and 3re adjusted to the requirements of the Individual
patient by the attending phrysician, a proper heparinization schedule mest e initiated belors and
maintained thrgughout dialysis to prevent clotting and subsaquent blood ath obstraction. The following
are examples of heparinization schedules fof hemodialysis (Gutch and Storer 1979).

1. Priming fluid shoutd contain the tollowing amounts of hepanin:
4. Blood should cortain 1000 to 2000 USP Units of Hepanin per 456 mi, of blood.
b. Noncetular electrotyte priming fluid, (0.9% Sodium Chioride injection, etc.) should contain

2000 USP Units of Heparin per 1000 mL of solution.

2. AV listula sets, cathelers, etc. should be primed with 3 solution containing af least 1000 USP Units of
Heparin per 100 mL of sojution.

3. Continwous Heparinization
Continuous heparinization is similar to inlermittent heparinization except that tollowing administration
of the loading dose, 3 heparin pump is used 1o deliver beparin into the arigrial fine al the e
necessary to maintain the desired clotting lime. Clotting time should be delermined approximately at
hourdy intervals. A heparin pump delivery between 1000 - 3000 USP Units of Heparin per hour
usually s sutficient. .
Avoid xoalm pressure ai the infusion site. Follow equipment manufacturer's operating directions
carelutly.

4. inteemittent Heparinization

Patient shoutd be heparinized systernicatly af feast five but not more than ten mimtes betore
hemédiatysis (unless contraindicated by factors requiring regional heparinization). The loading doss
s typically 2000 to 4000 USP Units of Heparin intravenously Tor the average adult {70 kg). The
Inading dosage should be adjusted 1o the patient’s weight in order to establish a cloting time
equivalent to a Lee-While time of 25 to 30 minutes {determined by either the Leo-White or 2
phospholipid Activated Clotting Yime {A.G 1) technique), I longer clotting times {30 - 80 minutes)
are prefented, karger amounts of heparin gre given (5,000 - 10,000 USP Units of Heparin) as a foading
dose. For patients with an intemnal A.V. Ristulz, do nol ghve heparin UntH 3 neadies are in place.
Venipuncture atter the patient is heparinized may result in oozing or hematoma formation.
Intermittent dosages of 1000 to 3000 USP Unkts of Heparin per hout into the arterial bne are repeated
25 S0 it o Mkl R o oAt v ot e
- 3 it is adT 1] g AV the last
hour of dialysis unless clotting time fats below 20 minutes.
5. Regional Heparinization
H systemic heparinization would lead to danger from blesding, regional heparinization may be
indicated. During regionai heparinization, heparin s adminisiered o the blood flowing from the
patiert 10 the diafyzer and a neutraiizing dose of proteming sulfate is administered simulaneotrsly o
the blood flowing from the dialyzer to the patient. A control clotting time should be obiained prior i
starling. Ciotting time of bipod from the patient and of biood trom tw: machine musst be checked at
leas! every 30 minutes, preferably using the A.C.T. method. More frequent monitoring may be
desirable, Obtain blood samples proximal to the heparin and protamine intusion sites. The totting
1ime of blood from the machine should be 15 to 20 minutes, whereas the ciotting tirw of biood trom
the patient should be nomal,

w o

-~

Ly

o

This sechon Is provided as a guide tor conmecting the patient to the diatyzer, conducting the reatment,
and terminating diatysis. Specific directions shoutd be given by the atteading physician.

The inlet (arterial) and outle1 (venous) $ets are connected to the patient's blood vessels by one of the
tollowing metheds: Cannulation by surgical cut down, permanent indwefling cannulag (A V. shunts) or
ALY, fistuia cannulation via percutaneous puncture.

A

~-

Dalysis Procedure

- In patients with A M shunts, sequentially clamp artesial cannuia and venous cannula prior to
separ;nw 1he cannulae at the shunt connector. Asepticaily connect the arterial cannuia to the inlet
[arterial} set and the venous cannula 10 the outlel (verous) set. Secure liting before proceeding.

2. Remove the clamps Irom the patient's Cannulae or fistulag and the inket {arterial) set. !hen remaove |

outiel {venous) sel clamp. Coordinate the starting of the biood pump with the acton. Start the blg
pump Slowty and adjust the speed 10 at ieas1 50 mb./min. Do not allow the kevel in the bubble trap
drop below the 34 hlt leved.

3. Check 1o make sure there s no air present in the arterial o venous headters, If alr is present, run

blood at 3 normal fhow rate for five (5) to ten (10} minutes through the diatyzer 1o remave any ak
bubbles. Finally, rotate the diatyrer 180 degrees 5o the arterial port (red) is directed upwards.

Warning: Carefully observe the outlet {venous) bubble Irap chamber as blood enters. M blood
appears hemolyzed, clamp off the outlet (ve ) s&l and si y shut off the biood pump.
Clamp off the inlet {arterial) set.  Sequentially ckamp the patienl’s cannubae and disconnect from bw
inlet {arlerial) and the outtel (verous) sets. Close the patient's cannulae and remove clamps 1o
maintzin bicod How. Verity that the dialyzing Nuid mixture is correct of thal the mixing system is
providing proper formulation, then explore other causes (e.g.. dialyzing theid overtemperziure,
Improper priming fluids). Purge aHl Incompatible fluid from the diatyzing fuid path. The biged mu
ol be relurned fo the patient. When cause has been determined and cormected, discard the dialyz
and sets. Set up a new dialyzer ardd $515 and prepart e cirtuit in the normal way for starting
dialysis.

As diatysis begins, freguently measure the patient's dood pressure and carefulty cbserve the veno
bubbile rap pressure. When these pressures stabifize, the blood Now fale may be increased slowh
Note: As blood flow rate increases, a concomitam rise in bubble 1rap pressure wil be noled.

5. W is recommended that the patient-be veighed before dialysis and after one bour of dialysts 1o veri
the ultrafittration rate being obtained. Then adjust the regative pressure on Whe diakzing flud to
increase or decrease the uktrafiftration Tate; dialysis machines equipped with an ultrafitration
controller accomphish this automatically,

-~

Controf of Utiraliltration

Utratiftration can be predicted as a function of transmembrane pressure. In order to Cakculate
Iransmembrane pressure, R is necessary to measure the biood intet and outiet pressures and dialyzin
fivid inlel ang outlet pressuees. To measure bipod Inbet pressure, use an infet (arterial) set with a post
pump pressure monitoring chamber and monitoring line. To measure blood outlet pressure, use an ¢
{vencus) sél equipped with 3 pressure monjloring line.

The following equation applies:
TMP= Pbi+Pbo __ PdisPdo
2 2
Phi = pressure blood in These readings can be obtained if a pressure monitoring
Pbo = pressure blood ol chamber in the post-pump inlet (arterial) set, and a bubbk
trap in the outlet (venous) set, are used at the inlet and ou
of the dialyzer respectively.
Pdi = pressure diatyzing fluid In This-pressure corresponds with the dialyzing Huld inket
negative pressure.
Pdo = pressure diatyzing fiuid out This pressure corresponds with the dialyzing Muid outiet
negative présture,

To predict approximate uirafifiration, reter o the data sheet,

Bialysis machines equipped with an ultrafiltration controfler automaticalty conirol TMP fo achieve the
desired weight loss.

Terminzting Dialysis

Waraing: Arry air that was trapped inadvertenity in the dialyzer during pritning and dialysis may be
dishodged imes

. Carefulty manitor the leve) o venous bubble trap at al fimes.

Rete: Al disconnections should be made using aseptic techniques.

1. Replace hepaiinized priming fuid container with a one litar container of 0.9% Sodium Chioride
Injection fov rinsing the exiracorporeal circul.

2. Reduce diatyzing fluid compartment pressure to minimize uliralittration. Do not alow dialyzing 1
pressiste 1o becore posiie.

3. Reduce biood pump tpeed to 210 and sequentlally clamp outiel {venous) and inlet {arteriai) set

arterial cannuda,

Separate Ihe inlel farterial) set from Whe arterial cannula,

Remove the clamp iom the gutiet (vencus) sel and nlet (arerial) s and simulaneousty tum u

biood pump to Stowly purnp the blood in the tubing up to the priming port. An atternate method

connect the inket (arterial) set to a source of 0.9% Sodium Chioride Injection rinsing fuid.

6. Reduce the biood pump speed to zero and sequentially clamp the outhet (venous) and inet (arter

sets near the cannula. Do not clamp the inlet (artertal) set ¥ the IV container s connecied direct!

the arlerial connecior lor ripsing.

Open the clamps on the fhuid administration set and the outlet (venous) set and tum up the bioo

pump.

8. Use 0.9% Sodium Chioride tnjection Hnsing fiuid 21 & %aw rate of 100 mifmin to retwn the bloo

the dialyzer to the patient. .

Intermittently ctamp and unclamp the tubing beneath the venous bublie vap with 2 Sine clamp.

will increase and decrease the pressura within the diatyzer which witl help reduce the amourt of

retaingd in the dialyzer. :

o

~

10. Pump the fuid through the blood tubing until te fluid in the autiet (venous) sel 15 35 clear as de

1

The volume of fuid infused and the etiect on the patient's blood pressure should be mondtored.
infusion may be stopped after the desired vokime is infusad or I excessive blood pressure sleve
ocours.

1. When a satisfactory rinse hack has been completad, shut off the bload pump and clamp off the
{venous) set and the venous cannuia. Disconnect 25 previously dons 1of the arterial cannuta.

12. Prepare and reconnect the patient’s AV, shunt foltowing physician's instructions. H the patient |
AV iistuls, wiiiichaw istdies and 2pply Jressings & diaied by & physician.
13. Discard dialyzer and A other disposable squip Clean dialyzing equipment loltowing
marntaciurer’s instruction manual. The diatyzer is recommended for one time use only. .
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Figure 3 - Dialyzer in Holder for Priming

Note: 1 Is exiremely important to keep the
dtatyzor n thix positien during priming of ¥ipod
vempartment wnill 2it air Is removed.

Figure 4 - Extracorporeal Circuit for First Step in Priming Procedure

Figure & - Extracorporeal Circult for Second Step In Priming Procedure
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5M1542
Baxter
cT™

Cellulose Triacetate
Hollow Fiber Dialyzer

Model CT-110G

Caution: Federal (LiSA) law resizicts this device to sale
by or on order of a physician,

Distributed by

Baxtsy Heaithcare Corporation
Deerfiekd, IL 60015 USA
Mags in Japan

Lot

Pantone 287 Blue

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

Stwile, nonpyropenic blood path. Sterilized by gamma
jrradiation. Do not usa if ip protectors are not in place,
Blood and diatyzing fluld should flow countercurrently.
See accompanylng directions,

This dialyzer is recommended for one time use only.
Do not store above 40°C (104°F). Avold excessive
changes in refative humidity.

Warning: This device must be used
on dialysls machines with

an ultsafiltration controller.
7-26-1-238
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5M1546
Baxter

%l

Sterlle, nonpyrogenic blood path, Stediized by gamma
Irradiation. Do not use I tip protectors are not In place.

Blood and d fiuid should flow ,
Cellulose Triacetats e e Sk R countac oty
Hollow Fiber Dialyzer This dlalyzar is racoumanded for s tome usa only,
Modei CT-190G e (10470 Aokt scassive 3
Caution: Fedarat (USA) law restricts this davica to sal . =S
e e o wiatosds  Warning: This device must be used
Oistributed by on dialysls machines with
Bater Healthcars Carporation an ultrafiltration controller.
Dearflad, 1L 60015 USA
Mada in Japan 7-25-1+280
Lot san
Pantone 287 Blue

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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oM1542

Baxter |

CT™ Cellulose Triacette High Efficiency Hollow Fiber Dialyzer
Model CT+110G

g’gz:jga, g%t;yﬁfmgﬁfﬁ{: hfg%% path This dialyzer Is recommended for one time use only.

arifized by gamwna irradiation. . ) , ,

gf’ ngt uf;e dif ‘;ﬁ’ﬂp’°§?ﬁ’§’sh“’e é;m in place, giﬁg?éia;edm] {USA} law restricts this device 1o sale by or an order of
ood and dialyzing fluid should flow countercurrently. L

Do not store above 40°C (104°F). Avoid excessive changes in refative humidity. wa”"ﬁ‘;{ug’;g "e"m&“’;“ be used on glalysis machines equipped with

See agcompanying directions, anu on contratier,

Distributed by

Barter Healthtars Gorporation
Dearfield, IL 60015 USA

Made in Japan

7-7.1-804 83/3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CT™ Gellulose Trlacetate High Efflclency Hollow Fiber Dlalyzer
Model CT*190G

Sterlle, nonpyrogenic blood path This dialyzer is recommended for one time use only.
[S)tenh%ed byfgtammat arrtadlatuon. Cin o Caution: Federal (USA) law restricts this device to sale by or on order of a physician.
0 nol use it Up protectors are not in place. Waming: This device must be used on dlalysls machines equipped with an

Blood and dialyzing fluid should flow countercurrently.
Do not store above 40°C (104°F). Avoid excessive changes in relative humidity.
See accompanying directions.

ultratiltration controller.

Distributed by

Baxter Healthcare Gorporation
Deertield, Il 60015 USA

Made in Japan

7-7-1-B06 9313

¢

[

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CT™ Cellulose Triacetate Hollow Fiber Dialyzers
See accompanying directions for CT™ Cellulose Triacetate Dialyzers.
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SPECIFICATIONS/PERFORMANCE

Model CT1-90G CT-110G LT-1506 C1-1506
Eftectivg Surtace Area 0om 1.im 1.5m? 19m
Effectiva Lanpth 194 mm 208 mn 230 mm 248 mm
ming Volyme 6mi. omt 95 mL N5mi,
Uirea 185 ) 192 193 197
Clearancas | Creatining 169 m 186 190
{mUmin} | Phosphais 150 161 178 188
Vitamin By 104 113 132 143
Myoglobin F7 % k] 3
Witrafiltration Rae 230 2454 350 3642
mLy 100mmHgMr)
Mamdals Ceflulos Tracstate
Hollow Innet 200 microns
Fiber | Diameter
Membrans 15 microns
Thickness
Sterilization Gamma Irradiation
1. chamu ncompfiance  Solute Concentration: . Urea __ _ . 100 mg/iL
Ilc-mﬁ':l Creatiive 10 mpAL [ SPECIFICATIONS OF MODILE I
mdarﬂs for digyzer Viamin By  2mgAl  Header: Polycarbonai
performances called for Myoglobln  10mgAl  Housing: Polycarbonais
by the Japan Scciety of Phosphate  SmEQL  Potting compound: Potyurethane
Adiificial Organs }nsl m:t;ah: . %ﬂi Mar. Pressure: 500 mmHg
. empe:
2. mﬂ- Bﬁo;l.m Blood ™ 0 mentlg
Blood Row: 200 mtimin

Dialysate Flow: 500 mbimin

CT™ DIALYZER ULTRAFILTRATION DATA

44001
[ CT-190G
4,000 |
2500 q CT-150G
i 3 y
v )
CT 1100

g
A

//crm

J//

% é.....
N

ULTRAFILTRATION RATE {mL/hr]
33
N
\

8

N
]

Py PURT TR PP PP

: = 50 L 150 200
TRANSWEMBRANE PRESSURE {mmHg}

Approximate Performance Charactoristics

Note: Operation of the dialyzer under clinical conditions may produce values different from those illustrated because of
the variables involved in the clinical dialysis procedure, in the cellulose triacetate membrane, and in the manufacture of
“the device. Therefore, the values given above are for approximation only. See further explanatory material in the text

under each chart relating to the test conditions from which the data were derived,

Waming: High permeability dialyzers are defined as those devices with in vivo ultrafiltration rates greater than 8.0 mUhr/mmHg.
These devices must be used on dialysis machines equipped with an ultirafiltration controfier,

e DRAFT COPY FOR REVIEW

 Made in Japan FT L)y |74
©Copyright 1981, 1982, 1983, 1984, 1986, 1988, 1994, Baxier Healthcare Corporation. Al rights reserved.
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EXELTRA™ HIGH FLUX DIALYZERS

MATERIAL LIST
EXELTRA™ High Flux Dialyzers — Single Use Predicate Device
Material

(b) (4)
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EXELTRA™ HIGH FLUX DIALYZERS

PHYSICAL CHARACTERISTICS

h

2

Predicate Devices Modified Device
Mode! Size CT-110G CT-190G EXELTRA 150 EXELTRA 170
Number of Fibers 8,400 12,100 10,300 11,300
Effective Surface Area 1.1 1.9 1.5 1.7
Priming Volume 70 115 90 105
Device Weight 130 182 150 160
Overall Length (A} 265 305 287 206
Potted Length (B) 223 263 245 254
Effective Length (C) 208 248 230 239
Port to Port Length (D) 189 229 211 220
Dialysate Port Length (E) 24 24 26.5 26.5
Dialysate Port inner 9 g 9 9
Diameter
Header Quter Diameter {pF) 49.5 56.5 52.5 52.5
Case Inner Diameter (8G) 31 37 34 36
Case Quter Diameter (gH) 34 40 37 39
Hollow Fiber Inner Diameter 200 200 200 200
Hollow Fiber Wall Thickness 15 15 15 15
Sterilization Gamma Gamma Gamma Gamma
A
le B M|
e c | @® CASE (HOUSING)
D . @ HEADER
T ® O-RING

@ HEADER CAP (TIP PROTECTOR)
® POTTING COMPOUND
® HOLLOW FIBER

aG = —

_>1

[l

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

CHEMICAL STRUCTURE

The membrane used in the Baxter EXELTRA™ dialyzers is manufactured using the same cellulose triacetate material as the
previously cleared CT™ dialyzer membrane. This celiulose triacetate material is produced using an acetylation process which
substitutes about 90% of the hydroxyl groups (-OH) in cellulose with acetyl groups (CH3CO-). The resulting material (polymer) is then
extruded into hollow fibers by the Toyobo Co., Ltd. The Nipro Corporation has calculated the pore size to be 70A radius for the
EXELTRA™ membrane.

Cellulose Cellulose Triacetate

CH:20H OH

o o) > CH,0-R O-R

OH Acetylation o —0O _
OH O-R R=-C-CH
0 O O O-R O
OH CH20H =0 o =0
O-R CH,0-R

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

MEMBRANE PRODUCTION PROCESS FLLOW CHART

K
42

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXELTRA 150 and EXELTRA 170, Single Use Dialyzers

Declaration of Conformity with Design Controls

Verification
Activities

Manufacturing
Facility

To the best of my knowledge, the verification and
validation activities, as required by the risk analysis, for
the above referenced Medical Devices were performed
by the designated individual(s) and the results
demonstrated that the predetermined acceptance
criteria were met.

4/%&9 Wx/ S [2s /03

Thomas Hitler Date
Director, Quality Assurance
Baxter Healthcare Corporation

manufacturing facility in

I has been audited by Baxter Healthcare
Corporation and is in conformance with the design
control requirements as specified in 21 CFR 820,30 and
the records are available for review.

Allen T. Range Date
Manager, Supplier Quality Assessment
Baxter Healthcare Corporation

44

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXELTYRA 158 und EXELTRA 170, Single Use Dialyzem
Oeclarstion of Condormity with Deslgr Cantrola

Verification Ya the: best of my knowledye, the verification and
Activition validation activithes, a8 required by the risk unalysis, for
the ahave referenoed Medical Dovices were porformed
o by the designated individuai{s) and the results
- domonstratnd that the predetormined sceplance .
urfterin weta met, T

Thomas Hiller Date
Dirsctor, Quality Azguranca
Buxter Hoalthcare Corporation

Manufacturtng |00 nsstacturing echity inSA I

Facility LA hma hoen audited by Bater Haafthcare
Carporation and s it conformunce with the dasign
control requirements as specitind in 21 CFR 820,30 and
the records are available for review,
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DEPARTMENT OF JIEAL I & HUMAN SERVICES Public Health Serviee
Food and Drug Administration

: 4‘ 25 lof.’: | S : o Mcmofandtnm
From: Rcv1ewcr(s) Namc(s) -G’-CN\.O-- : G—ON'LQJ-LE

Subjecl: SIO(k) Number '__Km

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

[Refused to aceept.

[ORequires addttmnal mformaﬂon {(other than refuse to acccpt)

@{squbstantlally cquwalent to marketed devices. Pa Y (\ﬂﬂ-#sm Spanasr (.\.5
CINOT substantially equivalent to marketed devices. FEpcAA SE. ot dUmineton  for Speciak

De Novo Classification Candidate? Lyes-——-»~HtF- ‘N@*{/ 4\

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

s this device subject to Postmarket Surveillance? Llyes B/l\?(
[s this device subject to the Tracking Regulation? Olvyes [a/N(
Was clinical data necessary to support the review of this 510(k)? Ulves 4o
Is this a prescription device? YES 3 N¢
Was this 510(k) reviewed by a Third Party? Clyes B N
Special 510(k)? EES L1 N
Abbreviated 510(k)? Please fill out form on H Drive 5 IOk/bo{ilers [JYES m

This 510(k) contains:
Truthful and Accurate Statement LI1Requested B{ncloscd

required for originals received 3-14-95 and after) ,
@ﬁe 10¢k) summary OR Oas 10(k) statement
L The required certification and summary for class 11l devices N (A

The indication for use form (required for originals received 1-1-96 and after)
Animal Tissue Source LQ#ES-'B' N‘OT'I//)%—\

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

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

(Aass ar, 18 RIS, $76-5860 -

Review: R_%ﬂj& Cﬂ/ﬁﬁ ﬂoﬁ %L/éi -

(BranclyChicl) {Branch Cadce) (Date)

ot e Qﬁr‘/ﬁ éwm  fhs

{(Division Director) (I)alc)

Revised: 871 7//09 L/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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i T ) N ®
- DECISION-MAKING PROCESS $E ok b on
New Device s Compared o
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©
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¥
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s Chagactenstics Precise Enough NG
l @ 16 Ensure Equivalonee? s’ @
' 16
NO
- Are Performance Pala 30 Accepted Soentific
Available 10 Asses Eguivalence? ¥YES Memods Exist for
Assessing Elfects of NGO
the New Charactenstics?
YEs
¥
o |
¥ .
Performance Are Performance Data Avatlable NO
Data Required To Assess Effecss of New
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' ‘ YES
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v
*  pecformance Data Deponsteate ' Performange Data Demonstrate
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

To: THEFILE RE: DOCUMENT NUMBER K030974

This 510(k) submission contains information/data on modifications made to the SUBMITTER'’S own Class
I, Class Ill or Reserved Class | device. The following items are present and acceptable (delete/add items
as necessary):

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

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device as described in
its labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for
use, package labeling, and, if available, advertisements or promotional materials.

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user's and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate
device including, labeling, intended use, and physical characteristics.— Addition of 1.5 nf and 1.7 n¥
dialyzers to dialyzer family (changes in numbers of fibers and fiber lengths).

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess the impact of the modification on the
device and its components, and the results of the analysis
b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied
c) A declaration of conformity with design controls. The declaration of conformity should include:

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

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

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for
Use Enclosure (and Class lll Summary for Class lll devices).

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

25 {03
(P{’\newel‘s S:gnatu ) (Date)

See Attached Memorandum
revised:3/27/98 W _?
‘éf C,/V/(/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMORANDUM FOOD AND DRUG ADMINISTRATION
CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH
OFFICE OF DEVICE EVALUATION

DATE: April 24, 2003
FROM: Biomedical Engineer, GRDB/DRARD, HFZ-470

SUBJECT: K030974 — Baxter Healthcare Corporation
EXELTRA™ 150 and EXELTRA™ 170 Dialyzers, Single Use

Special 510(k)
TO: The Record

The proposed device is a single-use dialyzer, the EXELTRA™ Plus 210 dialyzer, which is a
modification of the previously cleared CT110G and CT190G dialyzers (K890315, K926568, and
K970663). The classification is Class 11, 21 CFR §876.5860. The product code is 78KDI.

This document was submitted under the Special 510(k) program. Because it represents a slight |
change in the number of fibers, resulting in an increased surface area, it is my opinion that, _{
through the use of appropriate design controls and design verification activities, a substantial
equivalence determination may be reached by the sponsor. This submission, therefore, is eligible
for review as a Special 510(k).

Intended Use:

The proposed devices are indicated for patients with acute and chronic renal failure when
conservative therapy is judged to be inadequate. It also may be indicated in the treatment of
patients with poisons or drug overdose.

Note: At the request of FDA, the sponsor has modified this statement to be consistent with that
of the predicate device. As revised, the statement is adequate.

Device Description:

The sponsor has noted that the proposed EXELTRA™ 150 and 170 devices are cellulose
triacetate hollow fiber dialyzers that will be labeled for single use. Their casing and header are
fabricated of polycarbonate and they contain silicone O-rings, polyethylene header caps, and
polyurethane potting compounds. In use, like other hollow fiber dialyzers, blood traverses
through the hollow fibers while dialysate flows, typically in a counter-current fashion, in the
dialysate compartment of the device, which encircles the hollow fiber bundle. With the flow of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — K030974

Baxter Healthcare Corporation

EXELTRA™ 150 and EXELTRA™ 170 Dialyzers

blood and dialysate, diffusion occurs through the fiber membrane, thus enabling the clearance of

solutes and toxins from the patient’s blood. The sponsor has explained that the proposed

devices’ design, including the materials of construction, have not been altered from those of the
predicate device. They both share the identical cellulose triacetate membrane, The differences
introduced in the current submission consist of changes in the number of fibers used, resulting in
increases in the proposed dialyzers’ surface areas, and the introduction of the EXELTRA™

name.

The sponsor has presented the following device specifications throughout the submission:

Parameter Proposed Proposed Predicate Predicate
EXELTRA™ 150 EXELTRA™ 170 | CT110G CT190G
Surface Area, m’ 1.5 1.7 1.1 1.9
Effective Fiber Length, mm | 230 239 206 248
Priming Volume, ml 95 105 70 115
Number of Fibers /0. 300 1!, 300 8, Yoo /3, foo
Fiber Inner Diameter, pm | 200 200 200 200
Fiber Thickness, um 15 15 15 15
Fiber Material Cellulose Triacetate | Same Same Same
Number of Fibers 10,300 11,3000 8400 12,100
Ultrafiltration Rate, 3159 3380 2454 3642
ml/hr/100 mm Hg * -
Solute Clearances **
Urea 193 196 192 197
Creatinine 186 190 177 190
Phosphate 179 179 161 186
Vitamin B,, 132 138 113 143
Myoglobin 33 39 26 38
Sterilization Gamma Irradiation | Gamma Gamma Gamma

* For the ultrafiltration data, the blood flow rate was 200 ml/min.
** Solute clearance data obtained with a dialysate of the following concentrations: 100 mg/dL urea, 10 mg/dL
creatinine, 5 mEg/L phosphate, 2 mg/dL. Vitamin B,., and 10 mg/dL myoglobin. The UFR was set at 0 ml/hr. The
solute clearance data reported in the table above were obtained at a blood flow rate of 200 ml/min and dialysate
flow rate of 500 ml/min. Data obtained at Q, of 100, 300, 400, and 500 ml/min were also reported.

It should be noted that the data described above were included in the proposed labeling. The data
and information appear adequate.

As discussed above, no materials changes have been implemented. As a result, no

biocompatibility issues remain at this time. However, in an effort to address the changes

implemented, the sponsor performed a Clinical Hazard Analysis, Failure Modes and Effects

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 - K030974  Baxter Healthcare Corporation
EXELTRA™ 150 and EXELTRA™ 170 Dialyzers

Analysis (FMEA). As a result of this analysis, the sponsor concluded that no additional
verification and validation testing was required. When asked about this, the sponsor explained
that no new types of tests were deemed necessary, however, functionality tests were performed,
as they are for any Baxter dialyzer (i.e., ultrafiltration coefficients, solute clearances, priming
volume, dimensional verifications, etc). Furthermore, the sponsor has indicated that all tests
performed used the same acceptance criteria as those used for the predicate devices. Judging
from the data provided in the proposed labeling, most of the required tests, as per FDA’s
guidance document for hemodialyzers, have been performed, with the exception of pressure drop
tests for the dialyzer’s blood and dialysate sides. This test is necessary, since the fibers’ lengths
have changed, and the dimensions of the dialyzer casing have also been modified to
accommodate the increased numbers of fibers. Changes in these parameters may affect the flow
characteristics within the dialyzer. This was brought to the attention of the sponsor, who
provided a justification for why these data were deemed unnecessary. According to the sponsor,
the fiber lengths and numbers of fibers used for the proposed EXELTRA™ 150 and 170
dialyzers are the same as those used for the Baxter CA-HP-150 and CA-HP-170 dialyzers
(K950454 and K950522). Also, these dialyzers share the same casing dimensions, fiber inside
diameters and fiber thicknesses. As a result, the pressure drop data obtained for the CA-HP-150
and CA-HP-170 dialyzers should also be applicable to the proposed EXELTRA™ dialyzers.
This is adequate.

The sponsor has noted that the proposed dialyzer will be sterilized with gamma irradiation, just
as the predicate devices. The sterilization dose is based on ANSI/AAMI/ISO-11137 Method 2B.
The sterility assurance level (SAL) will be 10°. Regarding the packaging, the sponsor has also
explained that it remains unchanged from that which was cleared for the predicate device under
K970663. This information is adequate.

The sponsor h as provided labeling for the proposed device in the form of package labels, carton
labels, and package inserts. The package labels adequately identify the proposed device as a
single-use dialyzer. They also have manufacturer information, maximum transmembrane
pressure (TMP), the method of sterilization, lot number, surface area (through device’s name),
and an expiration date. The package inserts include the dialyzer’s indications for use, a list of
common adverse events, warnings and cautions, instructions for the priming of the dialyzers, as
well as for running treatments, and diagrams of how the device is connected within the
extracorporeal circuit. Among the warnings and cautions, the sponsor has noted that the
proposed dialyzer should only be used with machines equipped with an ultrafiltration controller,
and that sterile infusion fluid may be needed to replenish patients who become hypovoiemic.
The user is also warned against surpassing the maximum TMP, using aseptic techniques, waste
disposal issues, and procedure problems which may lead to hemolysis. Finally, the package
insert information contains a data sheet with a summary of the proposed dialyzer’s performance
specifications. In summary, the provided labeling is adequate and consistent with that of the
predicate devices. At the request of FDA, the proposed package insert has been modified to
reflect the predicate device’s indications for use statement. This is adequate.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 4 - K030974  Baxter Healthcare Corporation
EXELTRA™ 150 and EXELTRA™ 170 Dialyzers

Regarding the proposed device's expiration date, the sponsor has noted that a three year shelf life
will be specified. This is consistent with the predicate device’s shelf life, therefore, no additional
validation information is necessary at this time. However, it should be noted that accelerated and
real time data have been provided for the EXELTRA™ Plus 210 Dialyzer, which is currently
under review (K030975). In that submission, the dialyzer membrane’s manufacturing has been
changed slightly, however, that device’s membrane chemical formulation is identical to that of
the proposed dialyzers. In summary, the proposed three year shelf life is adequate.

Recommend: Submission be found substantially equivalent to the predicate devices and to
devices under 876.5860, High permeability hemodialysis system,

D=
Clema Gonzélez {"{ 25123

Fiw

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

PACSIMILE TRANSMITTAL SHEET

TO: PROM:
Gema Gongzalez David Curtin

COMPANY: DATE:
FDA 4/25/2003

FAX NUMBER: TOTAL NO, OF PAGES INCLUDING COVER:
301 594-2339 jl

PHONE NUMBER: SENDER'S REFERENCE NUMBER:
301-594-1220 x142 NA

RE: YOUR REFERENCE NUMBER:
K030974/K030975 NA

ﬁURGENT Oror review  [JriEAsE coMMENT [JrLease rerLy O rLeASE RECYCLE

NOTES/COMMENTS:
Gema,

1 am providing you with the infotrnation you requested via voice mail on April 24, 2003 and our phene
conversation of April 25, 2003. Included in this FAX correspondence are revised Indications for Use

sheets and rovised draft package inserts incorporating the revised indications for usc staternent for both
K03974 and K030975.

Regarding the pressure drop information, the subject Exeltra and Exeltra Plus dialyzers use the same
case, the same case length, the same fiber count, the same fiber length, the same fiber internal diametet, the
same cffective length and the same priming volume as has been previously cleared for similar modcls (.c.,
fiber surface area) of Baxter's CAHP dialyzers under K950454 and K950522. We have attached the data
sheets and pressure drop performance data for the CAHP dialyzers cleared under those 510(k) premarket
notification applicatdons. The specific fiber counts for the subject dialyzers are as follows: Exeltra 150 -
10,300, Eseltra 170 = 11,300, Excltra Plus 210 — 13,000. This information was provided in the original

510(k)s as page 41 in K030974 and page 42 in I€030975. These are also the exact same fiber counts for the
comparable CAHP dialyzer models.

All tests and acceprance criteria performed for the subject Excltra and Exclira Plus dialyzers submitted
under K030974 and KO030975 are the same as those tests and acceptance ctiteria for the predicate dialyzers.

If you have any questions, please contact me at 847-473-6079,

Sincerely,

Quid ¢ Cot

David E. Currin

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K030974

Revised Indications for Use Sheet and Revised Draft Package Insert

[

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

510(k) Number (if known):
Device Name: EXELTRA™ Dialyzer

Indications For Use:

Hemodialysis with the EXELTRA™ Dialyzer is indicated for patients with acute or
chronic renal failure when conservative therapy is judged to be inadequate. It also may be
indicated in the treatment of patients intoxicated with poisons or drugs.

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

Concurrence of CDREH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(Per 21 CFR B801.109)

G5 10x\Excltra | 70 Singile Use Dialyzers\submissionindications for Usc Statcment

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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07-19-35-506

axter

GO EXELTRA High Flux Dialyzers
Directions for Use

Baxter cannot warran! the sterflily, nonpyrogenicity, mechanical intagrity or
performance of this dialyzer when reused. Deviation from described method should
be undertaksn only under the suparvision or with the approval of a physician. See
specific data sheet for parformance characteristics.

Caution; Federal (USA) law restricts this device o sale by or on order of a physician.

Caution for Storage
Store at 0°C 10 40°C, avoiding direct exposure t sunlight and vibrations.
Avold excessive changes in relative humidity.

Indications

Hemodialysis with EXELTRA dialyzers is indlcated tar patients with renal failure when
conservative therapy is judgad to be inadequale. N also may ba indicated in the
treatment of patients intoxicated with poisons or drugs.

The device should b uged oply on the diraciion of a physician,

Comraindlcations

There are no special comraindications for use of this dialvzer Yor the hemodialysis
procedure. Patients with a history of allergic reactions to Gellelose Triacetate should not
he treated using this product.

Adverse Reactions

Patienls may experience hyparsensitivity (aflargic) reactions during treatment,
Symptoms and signs have included asthmatic reactions, respiratory amest, pruritus,
“zaria, erythemna, periphergl and faclal edema, hyperiension, hypatension, and cardiac
iythmia, A history of allergic respanses, inghuding asihma is an indication for careful
THORNG for such signs or symptoms during treatment.

rJe effects such as hypolension, hypertension, headache and nausea, which may be
associated with hypovolemia or hyparvolemia, can usually be avoided by careful
management of the palient's fluid, electrolyte balance, blood flaw rate and ultrafiltration
ralg,

Warnings and Precautions

Refer to specific proceduras for additional warpings and precautions.

acute or chronic

WARNING: The performance propaities of reused EXELTRA diaiyzers have not
d been extablizhed ané pracasses for disinfectaat procedures have no! been
validated. lnstfective remeval of residual disintectant may lead to advetse
patient raaciiens.

Air In the extracorporeal circuit during treatment must ba svoided, if air pets into the
sgasterrt!. I!:e treaimant must ba discontinued and the Mood must not be returned to
the patient,

! iy Reacts
it ks recommended that treatment be disconiinued in any patient exhibiting signs or
symptoms of 2 hypersensitivity reaction. The bieod contained in the sstracorporesl
clreuit 3 tha thme of the reaction shawld not be retumad to the patient,

o

EXELTRA dialyzers must be usad only in conjunction with dialysis machines equipped
with an uitrafittration controller or an accurate fiuid balanging system,

Usa of the EXELTRA dialyzer unier clinival conditions of high transmembrane pressurs
may result in net ultrafitration rates that greatly exceed the uitrafiliration requirements
of sn%mte patients, Under thess conditions, the use of sterile reinfugion fiuid is
mandatary,

0i Fuid
Usa of an tn-line conductivity monitor is reconasmended. To avold hemotysis, dialysalte
temperature should never excaed 42°C (107.6°F),

Treatment Procedure
1. Aseptic technigue must be employed,
2. Al cohnections should be checked carefully betore and during treatment.

3. The inlet {arterial) and outlet (venous) air bubble traps must be /4 full at ail
times. Since air may be drawn into the extracorporeal circull on the negative
pressura side of the blood pump, the use of an air bubble detecter on tha
vanous fine is reapmmended.

4, To preserve fiber integrity, do not exceed 500 mmHg {66 kPa) transmembrang
prassure.

§. Weighing the patient befors and after traatment Is recommended to verify the
extent of ultrafiltration,

6. Many dialysis products available from other manufacturers are used with
equipment or disposables from Baxter Healthcare Gorporation, Baxter has no
control aver verigbility, tolerances, mechanical strength or changes in these
products which may be madg from time to time, Therefors, Baxter cannot ensurg
that the dialysis products of other manulacturers, when connacted with its
products, will function in a satisfactory manner,

7. i the patient is under drug theragy, blood levels must be monitored le assure
appropriate therapeutic levels ars maintained,

Set Up Procedure

Refer fo Waminga and Precautions seclion for additional statemens.

Do not use if blood port tip protectors are not in place.

Da not use if package has been previously obened or damaged.

Initial Aszembly

Connect the Inlet (arerial) set, outlet {verous) set, monitoring Jines, saline agministration
iine, ahd heparin fine (where applicable) to the diglysis maching and dialyzer,

Alr Tesling

Although this dialyzer has been tested for mechanical integrity, a ruplure or jeak ieading
10 blood loss can oceur during treatment. Therefore, air leak testing before use, constant -
monitoring by 2 blood leak detector on the dialysate fluid line, and visual inspection of the
systam is recommended,

1. Air testing should be cormpleleg prier to wetling either the blood or diatysats
sides of the dlatyzer,

2. Clamp the outiet {venous) set below 1ha bubble trap and any other tubss
necessary to create a closed System on the venous side.

3. Prior 1o turning on the bioed purap, make sura thers iz an open port through
which air can be drawn into the inlet (arlerial} sat through 3 bacterial barrier
such as 4 sterils pressure transdycer isolator, Turn t the blood pump and
slowly increase the pressure in the extracerporsat circuit to 300 mmHg
{39.9 kPa) as measured on {he venous pressure monior,

4. Turn off the blood pump and clamp off the inlet {arterial) set betwsen the pump
and the dialyzer.

S. Wa pressure drop greater than 1G mmbg within 30 seconds occurs, check for 3
faulty clamp or connection befors assuming a dlalyzer leak uxisls, A confirmed
drop In pressure greatar than 10 mmHg within 30 seconds is not acceptable and
the dlalyzer should be replaced,

6. Rolease air slawly by unclemping the outlet {vanous) set. Relsase clamp on fhe
intet (arterial) set

23 14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K030975

Revised Indications for Use Sheet and Revised Draft Package Insert

S

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

510(k) Number (if known):
Device Name: EXELTRA™ Plus Dialyzer

Indications For Use:

Hemodialysis with the EXELTRA™ Plus Dialyzer is indicated for patients with acute or
chronic renal failure when conservative therapy is judged to be inadequate. It also may be
indicated in the treatment of patients intoxicated with poisons or drugs.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

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

GN\S1OK\Exclua Plus 210 Single Usc Dialyzars\submission\Indications for Usc Statcmeat

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Gn EXELTRA Plus High Flux Dialyzers
Directions for Use

Baxter canaot warrant the sterility, nonpyroganicity, mechanics! integrity or
performance of this dlalyzer when reused. Deviation from described method should
ba undentaken only under ths supervision or wilh the approval of 3 physician. See
specific data sheet for performance characteristics.

Gautlon; Federal (USA) law restricts this device 1o sale by or on order of & physkeian.

Caution for Storage
Store at 0°G to 40°C, aviding direct exposure to sunlight and vibrations,

Avoid excessive changes in relative humighty. ‘acute or chronic

indleations

Hemodialysis with EXELTRA Plus dialyzers is indicated for patients with Tenal failure
when conservative therapy is judged fo be inadequate. 1t slse may be indicated in the
treztment of patients intoxicated with peisons or drugs.

The device should ba used only on the direction of 3 physician,

Contraindications

Thera ara nG special contraindications for use of this dialyzer for tha hemodialysis
procedure, Patients with a higtary of allergic reactions ta Cellylose Triacetate showld not
be traated using this product.

Adverse Reactions

Patients may experience hypersensitivity (allergic) reactions during ireatment
Symptoms and signs have included asthmatic reactions, respiratory arrest, prurilus,
ticaria, erythema, peripharal and lacial edema, hypertension, hypotension, and cardiac
‘hythmia, A history of allergic respopses, including asthma is an indication for careful
wonitering for sech sighs of syrnptoms during treatment.

Sida sffects such as hypolenston, hypertension, headacha and nausea, which may ba
associated with hypovolemia er hypervolemia, can usuaily be aveided by carefut
managamsnt of the patient's flutd, slectroile balanca. blood flow rate and uitrafiliration
rate.

Wamings and Precautions
Aofer {o specific procedures for additional wamings and precaiitions.

§ WARNING: The perfarmanca properties of remsad EXELTRA Plus dialyzers
ave 101 boen established and processes for disinfectant proceduras have

1 not bean validated, Ineffective mmaval of residual disinfectant may lead to
ent reations,

Alr Embolistm
Alr in the extracorporeal cieeuit during ireatmant must be avoided. If air gsts into the
gystam, the treatmaent must ba digeontinued and the biood must not be returned to
the patient.

! ity React

ft is recommended that treatment ba discontinued in any patlent exiibiting slgns or

symptoms of a hyparsensltivity reaction. The bleod cewtained in the sxtracarpareal
circoit 22 tha time of the reaction shoald not by retimad to the patient.

High Parmaabijity Dialvzars

EXELTRA Pluy dialyzers myst be used enly in conjunction with dialysis machines
equipped With an ultrafiltration contraller or an accurate fluid balancing system.

Use of the EXELTRA Ples dialyzer under clinical conditians of high transmembrans
pressure may resuit in pet ultrafiltration rates that greatly exceed the ultraliltration
raguirements of some patients, Under these conditions, the use of sterile reinfusion
fiuid is mandatory,

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

Diab Fuid |
Li=a of an in-fine conductivity monitor is recommended. To avoid hemolysis, dialysate
temperature should never exceed 42°C (107.6°F),

Tisatment Procedure
1. Aseptic technigue must be employad,

2. Al connections should be checked carefully before and during treatmsnt,

3. Theinlet (arterlal} and outlat (venous) air bubble traps must be 374 full at all
fimes. Since air may be drawn info the extracorporeal clreuit on the negative
pressura side of the blood pump, the yse of an air bubble detegior on the
venous lins i recommended.

4, To preserve fiber inlegrily, do not exceed 500 mmHg (86 kPa) transmembrana
pressure,

5. Weipghing the patient before and after treatmen?t is recommended Lo veity the
extent of ultrafittration,

6. Many dialysls products available trom other manufacturars ars used with
equipment or disposables from Baxter Healthcare Corporation, Baxter has no
vontrol over variability, tolerances, mechanical sirength of changes in thess
products whith may be made from time o time. Therefore, Baxter cannot ensure
that the dialysis products of other manutaciurers, when connected with its
products, will function In 3 satisfactory manner.

7. IFthe patient is under drug therapy, blood levels must be moritored to assure
appropriate therapeutic levals are maintained,

Set Up Procedurs

Refer to Warnlngs and Precautions section for additional statemants.

Do not use if binod port tip proteciors are not in place.

Do not use if package has been previously openad or damaged.

Initial Asgembhy

Connect the intet (arterial) sef, outiel (vancus) set. monitoring fines, saline administration
line and heparin line (where applicabie) o he dialysis maching and dlalyzer.

Al Testing

Although this dialyzer has baan tasted for mechanical intagrity, a rubture o leak leading
to biood loss can ocour during treatment. Theredore, air leak testing before Lss, constant

monitoring by a blood lesk detector on the dialysate fluld line, and visual inspaction of
the system is recommended.

1. Alr tesfing should be compietsd prior to watting elther the blood or dialysate
sldes of the diaiyzer.

2. Clamp the outlet (venous) set beicw the bubble trap and any other tubes
negassary o create 4 closed system on the venoys side.

3. Prior to furning on the blood pump, make sure thars is an open par through
Which air ean bo drawn into the inlat {arterial) set through a bacterial barier
such as a starils pressure traneducer jsolgtor. Turn on the blood pump and

slowly incraasa the pressurs in the extracorporeal ciroult fo 300 mmHg
{39.9 kPa) as measurad on the veous pressure monitor,

4. Turn off the bieed pump and clamp off the inlet (arterial} set hetween the pump
and the diglyzer.

& I apressure drop greater than 10 mmHg within 30 seconds occurs, check for a
taully clamp or connection belore assuming a diatyrer laak exists. A confirmeq
drop In pressure greater than 10 mmHyp within 30 seconds is pot atceptable and
the dialyzer should be replaced.

6. Release ait slowly by unclamping the oubiet {venous) set. Release ciamp on the
inlet (arterial) set,
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CAHP Dialyzer Data Sheets and Pressure Drop Information

(&

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

HP-90__ | CA-RP-110 | CAHP1&0 EAHP-170 CAHP-210
52731 Smara SM21I5 SM2736
a!_ig me 11q 15 m 17 me 21m
T4 mm 208 m 20y 2 mm 27em
BmL_ Tomh— 1 sl T teSm
173 1t 187 12 1
148 156 1714 181 184
115 128 147 158 188
3] fi-] o4 _108
(1] K] 1na 128 144
(mLhr/mmbg)
Mt — Cellulose Diacenate
Hallow noee 20 micrans
Fber Diamstyr
Mambrane 15 microns
Thickness
Sweriiztion Eshviana Oxide
1. Clearance in comptiance with the evatuation standards for di
mﬁ" mmnnmommemmwmmom
Solute Concentration: Tost Solutio: Diatysats
Ursa 100 mg/dL Temporature: e
Cratinine 10 mﬂit TP & mmu
Phosphaty 4 mEglL ficod Row; 200 mi/min
Viamin 8,5 2 mg/aL Disysate Aow. 500 mLmin
2 Uttatiltration Rates were determined using Sovine Bicod.
HCT 28% TMP: 150 mmHg
3. Priming Volumes wera determined using an Aqueous Solution.
I OF MODULE Potting Compound:

ULTAAFILTRATION RATE (mLs]

.s S BB 8 6556

Madmum Prestute. 500 mmbig

CA-HP DIALYIER ULTRAFILTRATION DATA

Approximats Parformance Ckaractaristics

Nota: Operation of the diatyzer under clinical conditions may producs different values from those {liustrated because of
tha variables invotved in the clinical diatysis procedure, in the cellulose diacetats membrane, and in the manufacture of

the device. Therefore, the values given abave are for approximation only. See further explanatory material in the
IN-VITRO TEST CONDITIONS section as to the test conditions from which the data were darived.

r = CA-HPa212

3 ¢ CA-HPe 170
// CA-HP+150

4
- / EAHPe11D
- Ca-HP=0
~
LA 2
00 E- ] l ‘ ¥ ] 400 Ahm
TRANSMEMBRANE PRESEURE (mmbig}

Waming: High permeability dialyzers are defined as these devices with in-vivo ultrafittration rates greater than 8.0 mUhr/mmig.
Thess devices must b used on dialysis machines equipped with an uitrafitration controller,

Distributed by
¢ ‘st Healthcare Carporation
Jfield, iL 60015 USA

In Jagan

Jyright 1934, Bastar Healtheare Corporation. All rights reserved.

7-19-2-363
lss, March 1984
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2014-7591; Released 10/15/14

PERFORMANCE COMPARISONS
CAHP High Performance Celtulose Diacetate Hollow Fiber Dialyzers

Madel Number CAHP-110  CA-110 | CAHP-130 CA-13C | CAHP-150 CA-150
Code Number 5M2732 5M1732 5M2733 5M1733 SM2734 5M1734
Pressure Drop {mmHg)
Blood Side 41 41 37 37 36 36
Dialysate Side 12 12 12 12 12 12
Clearances (ml/min) ) '
Urea (BUN) 177 172 186 179 187 183
Creatinine 156 145 165 153 174 162
Vitamin B12 70 50 79 57 88 63
Ultrafiltration Rate  (ml/hrimmHg) 8.8 4.9 10.1 5.7 11.1 7.1

Note: Parformance Data reported here are In Vitro results.

Clearance Data reported here were determined at Transmembrane Pressure = 0 mmHg,
Blood Flow Rate = 200 mL/min, and Dialysate Flow Rate = 500 mL/min.

Ultrafiltration Rate Data reported here were determined using Bovine Blocd diluted to 25% HCT with Bovine Plasma.
Biocd Flow Rate = 200 mlL/min, Dialysate Flow Rate = 0 mL/min, and Transmembrane Pressure = 150 mmHg.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PERFORMANCE CONMPARISONS
CAHP High Performance Cellulose Diacetate Hollow Fiber Dialyzers

Mode} Number CAHP-170  CA-170 | CAHP-210  CA-210
Code Number 5M2735 5M1735 SM2736 5M1736
Pressure Drop (mmHg)
Blood Side 35 35 32 32
Dialysate Side 12 12 12 12
Clearances (mL/min)
Urea (BUN) 192 188 194 193
Creatinine 181 167 184 177
Vitamin B12 94 69 106 82
Ultrafiltration Rate  (mL/hr/mmHg) 12.6 8.1 16.4 9.8

Note: Performance Data reported here are in Vitro results.

Clearance Data reported here were determined at Transmernbrane Pressure = 0 mmHg,
Blood Flow Rate = 200 mbL/min, and Dialysate Fiow Rate = 500 mbL/min.

Ultrafiltration Rate Data reported here were delermined using Bovine Blood diluted to 25% HCT with Bovine Plasma.

Blocd Flow Rate = 200 mL/min, Dialysate Flow Rate = 0 mL/min, and Transmembrane Pressure = 150 mmHg.

(%9 ¥900

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: __K030974

The cover letter clearly identifies the type of 510(k) submission as (Check the
appropriate box):

0 Special 510(k) - Do Sections 1 and 2
0 Abbreviated 510(k) - Do Sections 1, 3 and 4
| Traditional 510(k) or no identification provided - Do Sections 1 and 4

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

Present | Inadequate
or Missing

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

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

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

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

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

N N N N SNNYN N

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

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

NN

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

Identification of legally marketed predicate device. *

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

Class III Certification and Summary. **

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

g - May not be applicable for Special 510(k)s.
## - Required for Class III devices, only.
#Ek . See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance. Q;L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 2: Required Elements for a SPECIAL 510(k) submission:

Present

Inadequate

or Missing

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

v

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

v

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

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

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

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

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

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

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

A statement that the manufacturing facility is in confotrmarnce
with the design control procedure requirements as specified
in 21 CFR 820.30 and the tecotds ate available for review.
This statement 1s signed by the individual responsible for
those particular activities.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present

Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If 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 {For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510{(k} boilers on the H drive.]

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

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

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

Any additional information, which 1s not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial
equivalence.

- When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form (located on the H drive) and list all the guidance

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

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

9/‘24.
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present | Inadequate

or Missing
a) Biocompatibility data for all patient-contacting materials, OR N/A
certification of identical material/formulation:
b) Sterilization and expiration dating information: v

i) stenlization process

i) validation method of sterilization process

iif) SAL

1) Packaoinsr

v)__snecify pyropen free
L3 7 Lo o
S

vi) radiation dose

c) Software Documentation: N/A

Items with checks in the “Present but Deficient” column require additional
information from the sponsor. Items with checks in the “ Missing” column must be
submitted before substantive review of the document.

Passed Screening ‘,/Yes No
Reviewer:

Concurrence By Review Branch:

Date: Ac( 25 (=3

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

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

K030974

YES

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

N —

w

Have you verified that the Document is labeled Class lil 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 CDRH?

XN O ik

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

9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,
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 Bocok Memo #|91-2 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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