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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 

SlO(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 EXELTRATM 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. 
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51 O(k) Premarket Notification 

EXELTRA ™ 150 and 170 Single Use Dialyzers 
Page 2 of2 

Predicate Device: 

Clinical Data: 

Conclusions Drawn 

Additional 
Information 
Requested by FDA: 

Baxter CT Dialyzers 

N/A 

Components of the subject EXELTRATM 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 
EXELTRATM dialyzer is based upon the AAMIIISO 
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 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

David E. Curtin, RAC 
Associate Director, Regulatory Affairs 
Renal Division 
Baxter Healthcare Corporation 
1620 Waukegan Road 
MCGAW PARK IL 60085 

Re: K030974 

APR 2 5 2003 

Public Health Service 

Food and Drug Administration 
9200 Corporate !Boulevard 
Rockville MD 20850 

Trade/Device Name: EXELTRATM 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: 
r 

We have reviewed your Section 51 O(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 ofthe Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to 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 l 000-1050. 
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Page2 

This letter will allow you to begin marketing your device as described in your 51 O(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 ofthe following numbers; based on the regulation 
number at the top of this letter: 

8xx.lxxx 
876.2xxx,3xxx,4xxx,5xxx 
884.2xxx,3xxx,4xxx,5xxx,6xxx 
892.2xxx,3xxx,4xxx,5xxx 
Other 

(301) 594-4591 
(301) 594-4616 
(301) 594-4616 
(301) 594-4654 
(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. 

Enclosure 

Sincerely yours, 

flav, N1/L'-~r-
Nancy C. ~ogdon 
Director, Division of Reproductive, 
Abdominal, and Radiological Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 
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Indications for Use Statement 

510(k) Number (if known):_ ........ J<2~0:__3_0_9~7___;_~--

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 NO~ WRITE BELOW filS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED) 

Prescription Use ~ 
(Per 21 CPR 801.109) 

(Division Sign-Off) 
Division of Reproduct,.Je, Abdominal, 
and Radiological Devices J o -:::2 
510(k) Number t; e 8 a L·Ly 

OR Over-The-Counter Use. __ _ 

G:\51 01<::\Excltra 170 Single Use Dialyzers\submission\lndication~ for Usc Statement 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Jesse K. Seidman, MS, RAC 
Director, Global Regulatory Affairs 
Medical Products - Renal 
Baxter Healthcare Corporation 
32650 N. Wilson Road, WG2-3S 
Round Lake, IL 60073 

·;I Re: Please see enclosed list 

Dear Mr. Seidman: 

NOV I 5 2012 

Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Room -W066-G609 
Silver Spring, MD 20993-0002 

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 51 O(k) submitter in our database. It 
will remain as it was listed when the final decision was rendered on your 51 O(k)s. We suggest 
that you update your address through the Establishment Registration website 
http://www.fda.gov/Medica!Devices/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 51 O(k) Staff at (30 I) 796-
5640. 

Enclosure 

Sincerely yours, 

V{'/\~~ ~w--~ 
Marjorie Shulman 
Director, Premarket Notification Section 
Program Operations Staff 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services 
Food and Drug Administration 

Memorandum 

Date: 

From: DMC (HFZ-40 l) 

Subject: Premarket Notification Number(s): k:.O &Jq '94- !Baal 
I 

To: Division Director:---------------·--------

The attached information has been received by the 51 O(k) DMC on the above referenced 510(k) 
submission(s). Since a final decision has been rendered, this record is officially closed. 

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

-~--Information does not change the status of the 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 system devices reviewed by the 
Division of Clinical Laboratory Devices fHFZ-440 

__ Information requires a CLIA CATEGORIZATION; the complexity may remain the same 
as the original510(k) or may change as a result of the additional information (Prepare a CAT 
letter) 

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

___ No response necessary 

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

Reviewed by:----------------------------

Dare: _______________________________________ _ 
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October 31, 2012 

Food and Drug Administration 
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 51 O(k) Premarket Notifications 

Dear Colleague: 

~~/Floor 

Baxter 

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 making 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, 

9/?--L---
Jesse K. Seidman, MS, RAC 

Director, Global Regulatory Affairs 
Baxter Healthcare Corporation 

Baxter Heatthcare Corporation . 
Global Regulatory Affaira/32650 N, Wilson Road I Round Lake, Illinois 60073 
T 224.948.2000 

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

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



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

SlO(k) 
NUMBER 

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 110130150170190 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 o 2/16/2006 
PERITONEAL DIALYSIS SYSTEM MODELS SC4471 AND 5C8310 

K041428 ACCUSOL DIALYSIS SOLUTION 8/27/2004 

K031676 HOMECHOICE APD SET WITH LINEO CONNECTOR MOQELS 11/20/2003 
5C4469Q SC4468Q SC4531Q 5C8302Q 5C4599Q 

K030099 BAXTER ARENA HEMODIALYSIS DELIVERY SYSTEM MODEL 6/17/2003 
1571278000 

/ 

·~·K~7j_ EXELTRA HIGH FLUX DIALVZER MODELS 150 & 170 4/25/2003 
K030975 EXELTRA PLUS HIGH FLUX DIALYZER MODEL 210 4725/2003 

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 SM5660 11/18/2002 

K012988 HOMECHOICE PERSONAL CYCLER PERITONEAL DIALYSIS 12/5/2001 
SYSTEM MODELS 5C8310 5C8302 5C4471 5C4469 

K002210 SYNTRA DIALYZER MODEL SYNTRA 120160 2/14/2001 

K001685 PSN HEMODIALYZER MODEL PSN 130 150170 210 11/15/2000 

K001422 PSN HEMODIALVZER MODELS PSN 170 PSN 210 6/2/ 2000 

K990643 PS 15 POLYSULFONE HOLLOW FIBER MEMBRANE 12/7/1999 
HEMODIALVZER 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 I 7/23/1998 

K974652 BLOOD MONITOR PUMP WITH ULTRAFILTRATION 7/ 10/1998 
CONTROLLER 

2 

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

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 

510(k) 
DEVICE NAME CLEARANCE DATE 

NUMBER 

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 • 

K970446 SYSTEM 1000 DIALYSIS DELl EVERY SYSTEM 6/2/1997 

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

K962907 SKINNYFRANSEENWESCOTT NEEDLES ' 10/23/1996 
K963390 BIOPSY INTRODUCER NEEDLE . 10/10/1996 
K954987 ALTRATOUCH 1000 HEMODIALYSIS DELIVERY SYSTEM 8/8/1996 
K961825 ULTRASET/3L CAPO DISPOSABLE DISCONNECT Y-SET M~DELS 8/6/1996 

5C4366 & 5C4493 
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 
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List of SlO(k)s Effected by Correspondent I Address Change 

SlO(k) 
DEVICE NAME CLEARANCE DATE 

NUMBER 

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 HEMODIALVZER - 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 HEMODIALVZER 5/18/1995 

K945624 MCA{TM) 160 HEMODIALVZER 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 HEMODIALVZER 3/8/1995 

K945596 ALTRES{R) 140 HEMODIALYZER - 3/8/1995 

K945597 ALTRES{R) 170 HEMODIALVZER 3/8/1995 

K922757 SPS 1550 SINGLE NEEDLE PATIENT SYSTEM 2/13/1995 

K926372 MCA 200 HEMPDIALVZER 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 1.25m2 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 
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List of 510(k)s Effected by Correspondent I Address Change 

510(k) 
DEVICE NAME CLEARANCE DATE 

NUMBER. 

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 DIALYl 12/10/1990 

K904734 PHARMASEAL DISPOSABLE ABDOMINAL TROCAR . 11/21/1990 

K902526 CAPO 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 ARTERIOVENOUS FISTULA SETS 1/31/1990 

K895631 DISCONNECT CAPS PRODUCT CODES 5C4212 AND 5C4466 1/29/1990 

K895673 CONNECTION 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. TIT A. 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 DIAL Y2ERS 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 CAPO ULTRAVIOLET(U.V.) GERMICIDAL EXCHANGE DEV SYS. 10/21/1988 

K883534 CAPILLARY FLOW DIALYZER$ MODELS HT.80 & HT.100 10/21/1988 

K883644 CAPILLARY FLOW DIALYZER$ 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 CAPO SOLUTION TRANSFER SET IC4373 7/13/1988 

K882498 EXTENDED LIFE CAPO TRANSFER SET 5C4444 7/13/1988 
K880102 BIASOL CONCENTRATES FOR BICARBONATE DIALYSIS 5/26/1988 
K881332 DIAFLEX GRASP FORCEPS/RETRIEVAL LOOP & CYTO BRUSH 4/27/1988 
K874728 CAPILLARY FLOW DIALYZER$ 1/29/1988 
K860230 CAPO 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 CAPO 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 

5 
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List of SlO(k)s Effected by Correspondent I Address Change 

SlO(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 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 8/30/1976 

K760176 FLOORSTAND FIBER OPTIC LIGHT SOURCE 8/30/1976 

K760177 TELESCOPE RIGID ENDOSCOPE 8/30/1976 

K760274 TIP RUBBER PERFORATED 8/30/1976 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

David E. Curtin, RAC 
Associate Director, Regulatory Affairs 
Renal Division 
Baxter Healthcare Corporation 
1620 Waukegan Road 
MCGAW PARK IL 60085 

Re: K030974 

APR 2 5 2003 

Trade/Device Name: EXELTRATM 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 51 O(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 fhat have been reclassified in accordance with the provisions offhe Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to 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. 

I 
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Page 2 

This letter will allow you to begin marketing your device as described in your 51 O(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 80 I), please 
contact the Office of Compliance at one of the following numbers, based on the regulation 
number at the top of this letter: 

8xx.lxxx 
876.2xxx,3xxx,4xxx,5xxx 
884.2xxx,3xxx,4xxx,5xxx,6xxx 
892.2xxx,3xxx,4xxx,5xxx 
Other 

(30 I) 594-4591 
(30 I) 594-4616 
(301) 594-4616 
(30 I) 594-4654 
(30 I) 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. 

Enclosure 

Sincerely yours, 

-fja~1c1c~fzh,-
Nancy C. Btogdon 
Director, Division of Reproductive, 
Abdominal, and Radiological Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 
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Indications for Use Statement 

51 O(k) Number (if known): __ /(<Ll':Oo:_3=-0__,_9-'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 ·filS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurren 

(Division Sign-Off) 
Division of Reproduct•m, Abdominal. 
and Radiological Devices 1 ::2 
51 O(k) Number 1C €) 3 Q 9> )I 

OR Over-The-Counter Use __ _ 

G:\510k\Bxcltta 170 Single Use Dialyzers\submission\lnd~cation.,: for Ut:c Statement 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

March 28, 2003 

BAXTER HEALTHCARE CORP. 
RENAL DIVISION 
1620 WAUKEGAN RD., MPR-Dl 
MCGAW PARK, IL 60085 
ATTN: DAVID E. CURTIN 

510(k) Number: 
Received: 
Product: 

Food and Drug Administration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Document Hail Center {BFZ-~01) 
9200 Corporate Blvd. 

Rockville, Maryland 20650 

K030974 
28-MAR-2003 
EXELTRA HIGH FLUX 
DIALYZER, MODELS 150 
& 170 

The Food and Drug Administration (FDA), Center for Devices and Radiological 
Health (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 product. We have assigned your submission a 
unique 510(k) number that is cited above. Please refer prominently to this 
510(k) number in any future correspondence that relates to this submission. 
We will notify you when the processing of your premarket notification has been 
completed or if any additional information is required. YOU MAY NOT PLACE 
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA 
ALLOWING YOU TO DO SO. 

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.govjocjmdufma). 

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. Also, please note 
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, 
"Fax and E-Mail Communication with Industry about Premarket Files Under Review". 
Please refer to this guidance for information on current fax and e-mail 
practices at www.fda.govjcdrhjodeja02-0l.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:j/www.fda.govjcdrh/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 
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SCREENING CHECKLIST 
FOR ALL PREMARKET NOTIFICATION [SIO(K)) SUBMISSIONS 

SIO(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 

~ 

0 

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

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

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 III or Unclassified). 
Proposed Labeling including the material listed on page 3-4 of the 
Premarket Notification [510] ManuaL 
Statement of Indications for Use that is on a separate page in the 
premarket submission. 
Substantial Equivalence Comparison, including comparisons of 
the new device with the predicate in areas that are listed on page 
3-4 of the Premarket Notification [510] ManuaL 
510(k) Summary or 510 (k) Statement 
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 Ill Certification and Su ** 
Financial Certification or Disclosure Statement for 51 O(k) 
notifications with a clinical study. *[See 21 CFR 807.87 (i)] 
510(k) Kit Certification. *** 

* 
** 

- May not be applicable for Special 510(k) s. 
- Required for Class III devices, only. 

Present 

~ 

~ 
~ 
~ 

~ 

~ 

[g) 

[g) 

[g) 
[g) 

~ 
~ 

ON/A 
ON/A 

ON/A 

' (,') 

l.cl 
N 

Inadequate 
or Missine 

0 

0 
0 
0 

0 

0 

0 

0 

0 
0 

0 
0 

0 
0 

0 

*** -See pages 3-12 and 3-13 in the Premarket Notification [510] Manual and the 
Convenience Kits Interim Regulatory Guidance. 
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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 [8] D 
predicate device. 
A description of the modified device and a comparison to the [8] D 
sponsor's predicate device. 
A statement that the intended use(s) and indications of the [8] D 
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 [8] D 
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 [8] D 
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 [8] D 
required verification and validation activities, including 
the methods or tests used and the acceptance criteria to be 
applied. 

c. A Declaration of Confonnity with design controls that [8] D 
includes the following statements: 

A statement that, as required by the risk analysis, all [8] D 
verification and validation activities were preformed 
by the designated individual(s) and the results of the 
activities demonstrated that the predetennined 
acceptance criteria were met. This statement is signed 
by the individual responsible for those particular 
activities. 
A statement that the manufacturing facility is in [8] D 
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. 
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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 D D 
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 submission, which relies on a recognized standard, a D D 
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 Recognhed Standard, which is 
posted with the 51 O(k) boilers on the H drive.] 
For a submission, which relies on a recognized standard without a D D 
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 D D 
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 D D 
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 D D 
document, special control, recognized standard and/or non-
recogiJize standard, in order to determine substantial equivalence. 

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

. ' 
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Section 4: Additional Requirements for ABBREVIATED aud TRADITIONAL 510(k) 
submissions (If Applicable): 

Present Inadequate 
or Missine 

a) Biocompatibility data for all patient-contacting materials, OR D D 
certification of identical materiaUformulation: 

b) Sterilization and exoiration dating information: D D 
i.) sterilization process D D 

ii.) validation method of sterilization process D 0 
iii.) SAL D D 
iv.) oackaging D D 
v.) snecifv nvro):(en free D [] 

vi.) ETO residues D D 
vii.) radiation dose D D 

c) Software Documentation: rJ D 

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 DYes 0No 

Reviewer·~·--------------------------------

Concurrence by Review Branch: ___________ _ 

Date:_· -------

The deficiencies identified above represent the issues we believe need to be resolved before our 
review of your 51 O(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 

3( 
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510(k) Premarket Notification 
EXELTRA™ 150 and 170 Dialyzer, Single Use 
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Renal 

Baxter 
March 27, 2003 

Food and Drug Administration 

Baxter Healthcare Corporation 
1620 Waukegan Road 
McGaw Park, Illinois 60085 

Center for Devices and Radiological Health 
Office of Device Evaluation 
Document Mail Center (HFZ-40 1) 
9200 Corporate Boulevard 
Rockville, MD 20850 

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

Special510(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 EXELTRATM 170 Dialyzers, Single Use. 

:.. . .J 

The EXELTRA TM 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 m2 of fibers (CTllOG) and 1.9 m2 of fibers (CT190G). The 
proposed dialyzer consists of 1.5 m2 of fibers (EXELTRA 150) and 1.7 m2 of fibers 
(EXELTRA 170). Additionally, we are introducing the trademark EXELTRA to identify 
our family of single use cellulose 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 K890315, K926568 and K970663. Substantial 
equivalence is as described in the attached tab entitled Substantial Equivalence. 

' . 

,_,· 
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SlO(k) Premarket Notification 
ExeltraTM ISO and 170 Single Use Dialyzer 
Page2 

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 I am not available, please contact Mr. Robert Wilkinson at 847-473-6335. 

Sincerely, 

Baxter Healthcare Corporation 

David E. Curtin, RAC 
Associate Director, Regulatory Affairs 
Renal Division 
(847) 473-6079 
(847) 473-6952 FAX 
curtind@ baxter. com 

G:\510k\Exeltra ISO and 170 Single Use Dialyzer\submission\cover letter 
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510(K) Premarket Notification Checklist 
EXELTRATM 150 and 170 Dialyzer, Single Use 

Device Trade or 
Proprietary Name: 

Device Common 
Usual Name: 

Class into which 
Device is Classified 
Under Section 513: 

EXELTRNM High Flux Dialyzer 

High Permeability Hemodialysis System 

Class II 

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 
and Manufacturing 
Facilities 

Action taken to 
comply with 
§514 ofthe ACT, 
Performance. 
Standards or §513 
Special Controls: 

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

We are in compliance with the performance standards established 
under Section 514 of the Food, Drug and Cosmetic Act including 
"Biological Evaluation of Medical Devices Part I: Evaluation and 
Testing" per ISO 10993-1 and "Guidance for the Content of 
510(k)s for Conventional and High Permeability Hemodialyzers." 

(b) (4)
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51 O(k) Premarket Notification 

EXELTRA™ 150 and 170 Single Use Dialyzers 
Page2 

Reason for SlO(k) 
Premarket 
Notification: 

Equivalence to 
Marketed Predicate: 

Proposed Labeling: 

Equivalent Device 
Labeling: 

Device Modification. The EXELTRATM !50 and 170 dialyzers 
are an addition to Baxter's Cellulose Triacetate (CT) Dialyzer 
product line and represents additional fiber surface areas to the 
currently marketed products. The EXELTRATM !50 and 170 
dialyzes are intended for Single Use Only, and are not validated 
or labeled for multiple use. 

The EXELTRATM 150 and 170 single use dialyzers are 
substantially equivalent to the CT !lOG 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 
EXELTRATM 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 m2 of fibers 
(EXELTRNM 150) and 1.7 m2 of fibers (EXELTRNM 170). The 
predicate dialyzers contain 1.1 m2 of fibers (CT 110G) and 1.9 m2 

of fibers (CT 190G). The dialyzer case for the proposed dialyzers 
has been sized appropriately to accommodate the number of 
fibers. 

Draft labeling, including Unit label Pouch Label, Carton Label, 
Performance Data Sheets and Directions for Use for the 
EXELTRNM !50 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. 

Copies of the labeling for the predicate CT 110G and CT 190G 
dialyzers are provided in TAB 2. 
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51 O(k) Premarket Notification 

EXELTRATM 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 
TAB3. 

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

These dialyzers are exactly the same as the predicate cellulose 
triacetate CT 1lOG 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 ll OG 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 m2 of fibers 
(EXELTRNM 150) and 1.7 m2 of fibers (EXELTRA™ 170). The 
predicate dialyzers contain 1.1 m2 of fibers (CT llOG) and 1.9 m2 

of fibers (CT 190G). 

Hemodialysis with EXELTRA TM 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. 

g:\510(k)\Exeltra 150 and 170 Single Use Dialyzer\submission\510k Checklist 
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510(k) Premarket Notification 

EXEL TRA TM 150 and 170 Single Use Dialyzers 
Page4 

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

Biocompatibility 

Design Control 
Activities: 

The EXELTRATM dialyzer is a High Flux, gamma sterilized 
single use product that provides 1.5 m2 and 1.7 m2 of fiber surface 
area. The EXELTRA TM 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 EXELTRATM 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 
TAB6. 
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SIO(k) Premarket Notification 

EXELTRATM !50 and 170 Single Use Dialyzers 
PageS 

Sterilization 

Packaging 

Expiration Dating 

SlO(k) Summary of 
Safety and 
Effectiveness 

Official Correspondent: 

Sterilization remains unchanged from that which was cleared for 
the predicate devices under K890315, K926568 and K970663. 
Sterilization dose setting is based on ANSI/AAMIIIS0-11137 
Method 2B. The Sterility Assurance Level is 10·6 . 

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

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. 

Refer to the Tab titled SlO(k) Summary following this Checklist 

i!+<v:d /71J ;J~~ .3-Zb-03 
Robert L. Wilkinson, RAC DC.... 
Director, Regulatory Affairs 
Renal Division 

Pre~dBy: ~ 

!;dav?(Jl~ 
David E. Curtin, RAC 
Associate Director, Regulatory Affairs 
Renal Division 
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No 

• No 

510(k) Substantial Equivale e: Decision-Making Process 
for EXEL TRA 150 and EXEL TRA 170 Dialyzer, Single Use 

New Device is Compared to 
Marketed Device 

I Yes • 1. Does New Device Have Same No 
Indication Statements? 

• 2. Do tbe Differences Alter the Intended 
Therapeutic/Diagnostic/etc. Effect 

Yes 

l ~Yes (in Deciding, May Consider Impact on 
Safety and Effectiveness) 

, , . I No 
-~- l.;ew DeVIce Has Same Intended ~--------------!. 

New Device Has 
New Intended Use 

4. 

Lse and May be "Substantially 

Equi,al1t"Yes 

Does ::\t\\ Device Have Same No 5. 
Technological Characteristics. 11J 
e.g .. Design. Materials. etc? 

~Yes 

Are the Descriptive Characteristics 
Precise Enough to Ensure 
Equivalence? 

Could tbe New Characteristics Yes • 6. Do tbe New Characteristics 
Affect Safety or Effectiveness? Raise New Types of Safety 

or Effectivenr~~uestions? 

7. Do Accepted Scientific Methods Exist for 
Assessing Effects of the New 

characteristics? ~ Yes 

8. Are Performance Data Available 

Q 

t 
"Not 

Substantially 
Equivalent" 

Detennination 

t 
~ 0 ... 

~0 

No 

No 

l 
Are Performance Data 

Available to Assess 
Equivalence? to Assess Effects of New Characteristics? + 

Performance 
Data 

Required 

I ~ 
" 

res 
Performance Data 

Demonstrate 
Equivalence? 

• No 

-1-rv 
=£To G) 

~ 

Yes 

0 ~ 

l Yes Performance 
Data 

Required 

0 0 9. Performance Data Demonstrate
1111 

I 
1 Equivalence? 

T Yes t No 

"Substantially Equivalent" Determination To G) 
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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. 

3. Does the New Device Have the Same Intended Use and is the Device 
"Substantially Equivalent?" 

Yes. The ExeltraTM 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 ExeJtraTM Dialyzer is "substantially 
equivalent" to the predicate device. 

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

Yes. The EXELTRA TM Dialyzer has the same technological characteristics as the 
predicate device. The EXELTRATM dialyzer and the predicate product are designed 
to filter substances from the blood. The materials of the EXELTRATM 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:\510(k)\Exeltra 170 Single Use Dialyzer\Submission\General\Substantial Equivalence 
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Premarket Notification 
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 ExeltraTM 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 
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Submitter's Name: 

Address: 

Phone: 

Fax: 

Contact: 

Date Prepared: 

Trade Name: 

Common Name: 

Classification N arne: 

Equivalent Predicate: 

Device Description: 

Intended Use: 

Summary ofthe 
Technological 
Characteristics 
Compared to the 

SlO(K) SUMMARY 

David E. Curtin, RAC 

1620 Waukegan Rd. MPGR-A2E 

(847) 473-6079 

(847) 473-6952 

David E. Curtin 

3/27/03 

EXELTRATM Dialyzer, Single Use 

Dialyzer 

High Permeability Hemodialysis System per 21 CFR 876.5860 

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

Model EXELTRATM 150 and 170 Single Use Dialyzers 

Hemodialysis with EXELTRATM 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 EXELTRATM 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. 

47 
)~ 
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51 O(k) Premarket Notification 

EXELTRATM 150 and 170 Single Use Dialyzers 
Page 2 of2 

Predicate Device: 

Clinical Data: 

Conclusions Drawn 

Additional 
Information 
Requested by FDA: 

Baxter CT Dialyzers 

N/A 

Components of the subject EXELTRATM dialyzers have met 
the biological requirements ofiSO 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 AAMIIISO 
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 
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Indications for Use Statement 

\ 
SlO(k) Numbe (if known): _________ _ 

Device Name: E LTRATM Dialyzer 

Indications For Use: 

Hemodialysis with the EXE TRA ™ Dialyzer is indicated for patients with renal failure 
when conservative therapy is dged to be inadequate. It also may be indicated in the 
treatment of patients intoxicate with poisons or drugs. 

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

Concurrence of CDRH. Office of Device Evalua ion (ODE) 

Prescription Use __ _ OR Over-The-Counter U"'----
(Per 21 CFR 801.109) 
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Caution: Federal (USA) law restricts tiJis device to 
sale by OJ on order of a physician. 

t<O\ For Single 
~ UseOnly 

t'O\soo mmHg 
.><:,.'fifikPa 

Max TMP 

1:\. See lnslructions 
~ ForUse 

Sterilized By 
Gamma Irradiation 

Bul:er and EXELTRA are trademarks of 
Baxter International Inc. 

Distributed by 
Bart. Heattllc•t Corporation 
Deertield, IL 60015 USA 
Made in Japan 

07~26-36-767 

2003103 
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caution: Federai(USA) law restricts this device to 
sale by or on ordet of a physician. 

f'Ci\ For Single 
\.!!:Y Use Only 

~500mmHg 
)c1,/ 6& kPa 

Max TMP 

~ See Instructions 
~ ForUse 

Slerilize<l By 
Gamma Irradiation 

Baxter and EXELTRA are trademarks of 
Baxter lnternationalloc. 

Distributed by 
Baxtw Healtllcare Corporation 
Deerfield, ll60015 USA 07·26·35-458 
Made in Japan 2003103 

£1 
J_O 
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5M2119 
Baxter 
EXELTRA High Flux Dialyzer/Dialyseur EXELTRA 
Model EXELTRA 150/Modele EXELTRA 150 
®Do not use ~ blood port tip protectors are not in place. 
Do not use if package has been previously opened or damaged. 
Do not store above 40°C (104°F). Avoid excessive changes in relative humidity. 
Avoid direct exposure to sunlight and vibrations. 
Waning: Tllis device must be used oa dialysis macllliaes equipped witll 
aa ultraftltndioa colltroller or aa accurate f11id balaaciag system. 
Caatioa: Federal (USA) law restricts this device to sale by or on order of a physician. 

Baxter and EXELTRA are trademarks of Baxter International Inc. 
Baxter et EXELTRA son! des marques de commerce de Baxter International Inc. 
Distributed by/Distribue par 
Barter HealtiiCIU C«poratton 
Deerfield, ll60015 USA 

Made in Japan/FabriQuC au Japon 
07·07-36·766 2003/03 

\JI. 
~ 

... 
Tear Here/Dechirer ici 

CDNe pas utiliser si les protecteurs de sUnilite des connecteurs sanguins ne son! pas a leur place 
Ne pas utiliser si l'emballage a ete ouvert auparavant ou endommage. 
Ne pas stocker a plus de 40 cc (104 °F). tviter les changements excessifs en humidite relative. 
tviter !'exposition directe a Ia lumiflre et aux vibrations. 
Attention : ce dispositlf ne dolt itre utilis8 qu'avec des g8a8rateurs de dialyse iquiplis d'un 
mattrlseur d'uHraflltratlo• ou d'un syst8me prlcis de contriile de l'iquillbre des liquldes. 
Aneatlon: En vertu de Ia loi federale americaine. eel appareil ne peut etre vendu que par un medecin ou sur 
Ia demande d'un medecin. 

® fl)rSrogleUseOnly 
A "sageunrqueseutemeot 

1:\ See tnstructrons for Use 
~ V~rrmodedemotor 

•tJlR· 
Slenimd 81 Gamma lrrad~lrcn 

Slfrrlr>f par cajcnnemenl gomma 

~:§ 

a. 
E 
~ 
·w 
Q. 

a. 
CJI.;j 
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5M2120 
Baxter 
EXELTRA High Flux Dialyzer/Dialyseur EXELTRA 
Model EXELTRA 170/Modele EXELTRA 170 
®Do not use if blood port tip protectors are not in place. 
Do not use H package has been previously opened or damaged. 
Do not store above 40°C (104°F). Avoid excessive changes in relative humidity. 
Avoid direct exposure to sunltght and VIbrations. 
warahag: This dnlce11ust Ita used 01 dialysis machlus ...-lpped with 
u ulllafiltraUoa coatroller or u accurate fluid balaaciq systam. 
cauuoa: Federal (USA) law restricts this device to sale by or on order of a physician. 
Baxter and EXELTRA are trademarks of Baxter International Inc. 
Barter et EXELTRA sont des marques de commerce de Baxter International Inc. 
Distributed by!Oistrlboe par 
IJart. IIAitllealll Cofpo11ti011 
Owheld, ll60015 USA 

Made in Japanlfabrique au Japon 
07-07-35-J-15 2003103 

• Tear Here/Dechirer ici 

CDNe pas utiliser si les protecteurs de sterilite des connecteurs sanguins ne sont pas a leur place. 
Ne pas utiliser si l'emballage a ete ouvert auparavant ou endommage. 
Ne pas stocker a plus de 40 oc (104 °F}. f:vlter las changements excessifs en humidite relative 
tviter I' exposition directe a Ia lumiere et aux vibrations. 
AHantiou : ce dlsposltif ne doit ltre utillsi qu'avec des g8nirateurs de dlalysa 8qulpis d'un 
maltrtsaur d'ultraflltration ou d'un systlnta pr8tls de contr61e de l'iquilibra deallquldes. 
AHention: En vertu de Ia loi federale americaine. eel appareilne peut ~Ire vendu que par un medecin ou sur 
Ia demande d'un mMecin 

1:\ See loslrucloons>orUse 
~ Voorrno<led'.,piOi 

~ ForS~ngleCseOnly 
~Au:;ageuOIQu•seulem'or 

x.·~:·.·~~FI"~< . 
Sl,nl>"d By Garrrna lrradLallon 

Sl!rollseP31'11'""""'"'"1(13mma 

t 
-~ 

~§ ~ 
c:~~.b 
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axter 
@§>EXELTRA High Flux Dialyzers 

Directions for Use 
Baxter cannot warrant the sterility, nonpyrogenicity, mechanical integrity or 
pertormance 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 restricts this device to sale by or on order of a physician. 

Caution for storage 
Store at 0°C to 40°C, avoiding 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. 

Contralndlcatlons 
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, respiratOf)' arrest, pruritus, 
urticaria, erythema, peripheral and facial edema, hypertension, hypotension, and cardiac 
~rrhythmia. A history of allergic responses, including asthma is an indication for careful 

mitoring tor such signs or symptoms during treatment. 
~·de 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 ultrafiltration 
rate. 

Warnings and Precautions 
Refer to specific procedures for additional warnings and precautions. 

• WARNING: Tho porfonnanco properties of roused EXELlRA dlalyzors have not 
been established and processes lor disinfectant procedures have not bun 
validated_ Ineffective removal of mldual dlsinfoctant 1118J load to adverse 
patient reactions. 

Ajr Emboljsm 

Air in the extracorporeal circuit during treatment must ba avoided. If air gets into the 
system, the treatment must be discontinued and the blood must not be returned to 
the patient. 
Hypersensjtjyjtv Reactions 

It is recommended that treatment be discontinued in any patient exhiMing signs or 
symptoms of a hypersensitivity reaction. The blood contained In the utracorporeaJ 
circuit at the time of tha reaction should not be ralumed to tho patiani-
Hjgh permeability Djatvzers 

EXELTRA dialyzers must be 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 ultrafiltration rates that greatly exceed the ultrafiltration requirements 
of some patients. Under these conditions, the use of sterile reinfusion fluid is 
mandatory. 

- 1 -

07-19-35-506 

Dialysate Flujd 

Use of an in-line 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. The inlet (arterial) and outlet (venous) air bubble traps must be 314 full at all 
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 detector on the 
venous line is recommended. 

4. To prese!Ve 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 ultrafiltration. 

6. Many dialysis products available from other manufacturers are used with 
equipment or disposables from Baxter Heatthcare Corporation. Baxter has no 
control over variability, tolerances, mechanical strength or changes in these 
products which may be made from time to time. Therefore, Baxter cannot ensure 
that the dialysis products of other manufacturers, when connected with its 
products, will function in a satisfactory manner. 

7. If the patient is under drug therapy, blood levels must be monitored to assure 
appropriate therapeutic levels are maintained. 

Set Up Procedure 
Refer to Warnings and Precautions section for additional statements. 
Do not use if blood port tip protectors are not in place. 
Do not use if package has been previously opened or damaged. 
lnjtjal Assembly 

Connect the inlet (arterial) set, outlet (venous) set. monitoring fines, saline administration 
line, and heparin line (where applicable) to the dialysis machine and dialyzer. 
Air Testjng 

Although this dialyzer has been tested tor mechanical integrity, a rupture or leak leading 
to blood loss can occur during treatment. Therefore, air leak testing before use, constant 
monitoring by a blood leak detector on the dialysate fluid line, and visual inspection of the 
system is recommended. 

1. Air testing should be completerl prior to wetting either the blood or dialysate 
sides of the dialyzer. 

2. Clamp the oUtlet (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 can be drawn into 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 blood pump and clamp off the inlet (arterial) set between the pump 
and the dialyzer. 

5. If a pressure drop greater than 10 mmHg within 30 seconds occurs, check for a 
faulty clamp or connection before assuming a dialyzer leak exists. A confirmed 
drop in pressure greater than 10 mmHg within 30 seconds is not acceptable and 
the dialyzer should be replaced. 

6. Release air slowly by unclamping the outlet (venous) set. Release clamp on the 
inlet (arterial) set 
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f!:im.ioo 
A.dherence to 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: It is important to keep the dialyZer in this position during 
priming of the blood compartment Close or plug both dialysate ports using 
the blood port trp protectors. (Refer to Rgure t) 

2. Attach an IV Administration Set to a one liter container of sterile isotonic saline 
{0.9% saline) 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 into the port. 

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

4. After approximately 500 ml of isotonic saline has been run through the 
dialyzer, and the dialyzer has been purged of all air, stop the blood 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 dialysate 
connectors so that the dialysate fluid inlet line is near the venous blood port. 
Blood and dialysate fluid should flow countercurrently. Start the blood pump 
and initiate dialysate flow at a rate of approximately 500 mUmin. Set the 
ultrafiltration rate as low as possible. Do not atrow 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 oN the blood 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. 

.autlon: When the priming procedure has been completed, and the extracorporeal 
circuit is free of air, set the ultrafiltration rate as low as possible. Do not allow the 
dialysate-side pressure to become greater than the blood-side pressure. This will 
minimize the ultrafiltration of priming solution from the dialyzer between the time when 
the circuit is primed and treatment is to commence. If 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 Warnings and Precautions section for additional statements. 
Specific directions should be given by the attending physician. 

Caution: Operation of the dialyzer at a zero net UF rate or at extremely low net UF rates 
may cause the dialysate-side pressure to exceed 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. 
Admjnjstration of Heparjn 

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

For extracorporeal circuit configuration, refer to Figure 2. 

Warning: Carefully observe the outlet (venous) bubble trap chamber as blood enters. If 
blood appears hemolyzed, clamp off the outlet (venous) set and simultaneously shut off 
the blood pump. Clamp off the inlet (arterial) set Verify that the dialysate mixture is 
proportioned correctly and property formulated, then explore other causes (e.g. dialysate 
over-temperature, improper priming fluids). Purge all incompatible fluid from the 
dialyzing fluid path. The blood 1111111 not be returned to tllo patloaL When cause has 
been determined and corrected, discard the dialyzer and sets. Set up a new dialyzer and 
sets and prepare the circuit in the normal way for starting 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 from the patient's cannula or fistula needles and the inlet 
(arterial) set, then remove the outlet (venous) set clamp. Coordinate the starting 
of the blood pump w~h this action. Start the blood pump slowly and adjust the 
speed to at least 80 mUm in. Do not allow the level in the arterial and venous 
bubble traps to drop below the manufacturer's recommended full level. 

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

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

Treatment Monjtorjng 

It is recommended to monitor the post-pump inlet {arterial) pressures during treatment. 
A continuing rise in inlet arterial pressure may indicate 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 blood loss can occur during treatment. Therefore, constant monitoring by a blood 
leak detector on the dialysate lluid line and visual inspection of the system is 
recommended 

If a blood leak occurs, an attempt may be made (at the discretion of the attending 
physician) to return blood from the extracorporeal system to the patient (see 
Termination of Treatment). If the decision is made not to return the blood to the 
patient, clamp off the outlet {venous) set and simultaneously shut off the blood pump. 
Clamp off the inlet (arterial) set. Discard the dialyzer and sets. 
Term!natjon of Treatment 

Warning: Any air that was trapped Inadvertently In tllo dialyzer during priming and 
treatment may be dislodged. Carefully monitor 1118 level of tho venous bubble 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 dia~sate flow. 
3. Reduce blood pump speed to zero and sequentially clamp outlet (venous) and 

inlet (arterial) sets and arterial cannula . 

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

5. Open the clamps on the fluid administration set, the inlet {arterial) set, and the 
outlet (venous) set and tum up the blood pump slowly to 100 mUmin 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 machine pressure limits. 

7. Pump the fluid through the blood 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 (venous) set from the venous cannula. 

9. Discard dialyzer and aU other disposable equipment. Clean dialyzing equipment 
following manufacturer's instruction manual. 

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

55 
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Blood path is sterile and nonpyrogenic. 
Sterilized by gamma irradiation. 

To preserve fiber integrity, do not exceed 
500 mmHg (66 kPa) transmembrane pressure. 
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Figure 2- Extracorporeal Circuit for Hemodialysis Treatment 

- 3-

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

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



axter 
CD Dialyseurs EXELTRA 

Mode d'emploi 
Baxter ne peut garantir Ia steritit6, l'apyrogBnicitl!, l'integrite mecanique ou Ia 
performance du dialyseur si ce dernier a dl!ja ete utilise. Les modifications par rapport 
a Ia methode indiqul!e doivent etre effectul!es seulement sous le contrOie ou avec 
I' accord d'un mt\decin. Consultez Ia fiche technique spl!cifique pour les performances. 

Attention: En vertu de Ia loi tedl!rale americaine, eel apparel! ne peut ~Ire vendu que 
par un medecin ou sur Ia demande d'un mt\decin. 

Precautions de stockage 
Stocker a une temperature de 0 oc a 40 oc, l!viter les vibrations et I' exposition directe 
au solei!. Eviler res variations excessives d'humiditB relative. 

Indications 
l'utilisation du dialyseur EXELTRA est indiquee pour l'hl!modialyse chez les patients 
souffrant d'insuffisance r6nale pour lesquels le traitement classique est juge inadequat, 
ou en cas d'intoxication medicamenteuse due a !'ingestion de medicament ou de 
poison. 

Ce dispositif ne doit etre utilise que sous Ia stricte surveillance d'un medecin. 

Contra-Indications 
II n'exlste aucune contre·lndication spticitique en rapport avec !'utilisation de ce dia!yseur 
Iars d'une procedure d'Mmodialyse. Les patients pr6sentant des antecedents de 
reaction allergique au triacetate de cellulose ne doivent pas etre dialyses avec ce produit. 

Effets lndeslrables 
Des reactions d'hypersensibilitil (type allergique) peuvent se presenter durant te 
traitement. Des symptOmes et des signes de reactions asthmatiques, d'arret respiratoire, 
de prurit, d'urticaire, d'6rytheme, d'red6mes pt'lripherique et facial, d'hypertension, 
~'hypotension, et d'arythmie cardiaque ont ete signales. Chez les patients pr{lsentant des 

tecedents de reactions allergiques, y compris l'asthme, il est necessaire de surveiller 
otlS signes et les symptOmes pendant le traitement. 

Les effets secondaires souvent associes a une hypovolemia ou une hypervolemia, tels 
que !'hypotension, !'hypertension, les maux de tete et les nausees peuvent generalement 
Mre evites par une surveillance stricte de 1'6quillbre hydroelectrolytique du patient et par 
le contrOie du debit sanguin et du taux d'ultrafiltration. 

Recommandatlons et precautions 
Se reporter aux procedures specifiques pour d'autres recommandations et precautions. 

AVERnSSEMENT : dans lo cas d'uno liutlllsallon, In proprlit6s do 
performance des dlalysours EXELTRA n'ant pas it6 itablloo atlas 
procedures de disinfectloa a"ont pas 6ti valld6es. La perslstance de 
risldus de dislnloctanl pout pmoqu11 des riacllonslnd6slrabln chez 
los pallents. 

Embolie qazeuse 

Eviter Ia presence d'air dans le circuit extracorporel pendant le traitement Side l'air 
s'introduit dans le syst~me, le traitement doit @tre lnterrompu et le sang ne doit pas 
Btre restitue au patient. 
Bl!actjons d'hypersensjbj!ite 

II est recommand6 d'interrompre le traitement si le patient pr6sente des signes ou des 
symptOmes de reactions d'hypersensibilite. II est lmplratif de ne pas restltuer au 
patient Ia sang contenu dans Ia circuit exlracorporel au moment oii Ia reaction a eu 
lieu. 
O!atvseurs a hayte perm6abj!itl! 

les dialyseurs EXB.lRA ne doNent etre utilises qu'avec des generateurs de dlalyse 
liquiplis d'un manriseur d'ultrafiltration ou d'un systeme precis de contrOie de 
l'equilibre de liquides. 

L'utilisation du dialyseur EXELTRA dans des conditions cliniques de pression 
transmembranaire l!levee peut entrainer un taux d'ultrafiltration net pouvant largement 
-tP.passer les besoins d'ultrafiltration de certains patients. Dans ces conditions, 

ilisation d'une solution de reinjection sMrile est obligatoire. 
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~ 
L'utilisation d'un contrOieur de conductivite en ligna est recommandee. Afin d'l!viter une 
hemolyse, Ia temperature du dialysat ne doit jamais d6passer res 42 °G. 

~ 
1. S'astreindre a une asepsie rigoureuse. 
2. Tousles raccordements doivent etre soigneusement contrbllls avant et pendant 

te traitement. 

3. Les piilges a bulles d'entree (arterial) et de sortie (veineux) doivent toujours etre 
aux 3/4 pleins. De l'air pouvant s'introduire a l'interieur du circuit extracorporel 
en amant de Ia pompe a sang, !'utilisation d'un detecteur de bulles d'air sur Ia 
ligne veineuse est recommandee. 

4. Afin de preserver l'integrite des fibres, ne pas dlipasser une pression 
transmembranaire de 500 mmHg (66 kPa). 

5. II est recommand6 de peser le patient avant et apres le traitement afin de verifier 
!'importance de !'ultrafiltration. 

6. Diff6rents produns de dialyse distribues par d'autres firmes peuvent etre utilis6s 
avec le materiel ou les produits de Baxter Healthcare Corporation. Comme Baxter 
n'est pas responsable des variations, des tolerances, de Ia resistance mecanique 
ou des modilications pouvant survenir aces produits, Baxter ne peut garantir le 
bon fonctionnement des produits de dialyse des autres firmes lorsqu'ils sont 
connectes aux produits Baxter. 

7. Si le patient est sous trailement medicamenleux, verifier r6guli6rement les 
niveaux sanguins pour assurer !e maintien de niveaux th6rapeutiques appropril!s. 

Procedure de mise en route 
Coosultez Ia section Recommandations et precautions pour {ies instruc1Kms 
supplementaires. 
Ne pas utiliser si les protecteurs de sterilite des connecteurs sanguins ne son! pas a leur 
place. 
Ne pas utiliser si !'emballage a ete ouvert auparavant ou endommage. 
Montage injtia! 

Connecter Ia ligne d'entree (arterielle), Ia ligne de sortie (veineuse), les !ignes de contr61e, 
Ia ligne O'a0minis1ra1ion de soluHl et Ia ligna d'heparine (le cas echeant) au generateur de 
dialyse et au dialyseur. 
Test a Ia pressjon du dialyseur 

Bien que l'integrrte mecanique de ce dialyseur ait ete testee, il peut toujours se produire en 
cours de traitement une rupture ou une fuite entrainant une perte de sang. C'est pourquoi 
il est recommande de faire prealablement a !'utilisation un essai a Ia pression et d'exercer 
ensuite un contrOie permanent a !'aide d'un dl!tecteur de fuite de sang place sur Ia ligne du 
dialysat. Une inspection visuelle du systeme est egalement recommandee. 

1. Le test a Ia pression doit etre acheve avant !e rincage du compartiment sang et 
dialysat du dialyseur. 

2. Clamper Ia ligne de sortie (veineuse) en aval du piege a bulles, ainsi que toutes 
les autres tubulures necessaires a Ia mise en place d'un systema clos sur Ia ligna 
veineuse. 

3. Avant d'actionner Ia pompe a sang, s'assurer qu'il existe un orffite ou'ltrt par 
leque! de l'air peut etre aspire dans Ia ligne d'entree (arterielle) au travers d'un 
filtre bacterien tel QU'un isolateur de pression sterile. Actionner Ia pompe et 
augmenter lentement Ia pression dans le circuit extracorporel jusqu'a 300 mmHg 
(39,9 kPa) comme mesure par le manomfltre de pression veineuse. 

4. Arrf!ter Ia pompe et clamper Ia ligne arterielle entre le dialyseur et Ia pompe. 
5. Si Ia chute de pression est superieure a 10 mmHg dans un d81ai de 30 secondes, 

verifier qu'il n'y a pas d'erreur de c\ampage ou de raccordement avant de 
conclure a une tuite dans le dialyseur. Une chute de pression supl!rieure a 
10 mmHg dans un detai de 30 secondes n'est pas acceptable et le dialyseur doit 
6tre remplac6. 

6. Faire eventer l'air lentement en dectampant Ia ligna d'entree (veine:use). Betirer le 
clamp de Ia ligne de sortie (arterielle). 
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Arnorcaoe 
''est Indispensable de bien suivre les instructions de rincage pour etiminer !'air et les 

sidus de l'interieur du dispositif. 
1. Placer le dialyseur dans son support, I' em bout veineux du sang dirtge vers le 

haut. Aemarque :it est important de maintenir le dialyseur dans cette position 
pendant t'amorcage du cornpartiment sang. Fermer les sorties du dlalysat a 
l'aide des protecteurs de steriute des connecteurs sanguins (se reterer a Ia 
figure 1). 

2. Raccorder un necessaire pour perfusion i.v. a une poche d'un titre de solution 
saline isotonique sterile a 0,9% comme suit: 
a. Dans le cas d'une ligne cornpcrtant un site d'injection de solution saline 
isotonique, Ia solution peut Atre adrninistree par gravite au niveau de ce site. 
Lorsque Ia section entre le site et le connecteur de canule est purgee d'air, 
clamper a proximite de ce connecteur. 
b. Si Ia ligne comporte un site d'amor~age avec capuchon sur Ia connexion 
patient, raccorder te necessalre pour perfusion directement sur le site. 

3. Faire circular Ja solution saline isotonique a travers le circuit extracorporel a un 
debR d'environ 200 mUmin. 

4. Apres avoir fait circular environ 500 ml de solution saline isotonique a 0,9 o/o 
dans 1e dialyseur et elimine l'air, arr8ter Ia pompe a sang et tourner le dialyseur 
de 180 o pour que Ia sortie arterielle (rouge) se trouve vers le haut. 

5. Retirer les protecteurs de stermte des sorties dialysat. Fixer les connecteurs 
dialysat pour que Ia ligne d'entree du dialysat se trouve pres de l'embout du 
sang veineux. Le sang et le dialysat doivent circular en sens inverse. Mettre Ia 
pompe a sanger. marche et faire couler le diatysat a un debit d'environ 
500 mUmin. Regier le taux d'ultrafiltration au minimum. Ne pas laisser Ia 
pression dans le compartiment diatysat d6passer cetle du compartiment sang. 
Ne pas faire fonctionner le sac de solution saline a vide pour eviter I' entree 
d'air dans le systeme. 

6. Arreter Ia pompe a sang apres avoir rince le circuit extracorporel avec 1000 ml 
de solution saline isotonique sterile a 0,9 %. S'assurer que le compartiment 
sang est rempli de solution saline isotonique. 

7. Continuer a faire circu/er /e dialysat pendant 5 minutes puts ctamper les !ignes 
arterielle et veineuse pres du connecteur de Ia canute. Jeter le liquide 
d'amorcage utilise. Le pibge a bulles de Ia ligne veineuse devrait etre aux 
3/4 ploin. 

Attention : une fois le dialyseur amorce et le circuit extracorporel purge, r6gler le taux 
d'ultrafiltration au minimum. Ne pas laisser Ia pression du compartiment dialysat 
d6passer cella du sang. Ceci permet de minimiser !'ultrafiltration du liquide d'amor~age 
du dialyseur entre le moment oU le circuit est amorce et le debut du traitement. Si pour 
une raison quelconque Ia procedure ne commence pas immediatement apres 
l'amor~ge, Ia solu1ion saline isotonique ~u circuit dolt etre immMiatement remplacee 
avec une nouvelle solution avant 1e debut du traitement. 

Procedure 
Se reterer a Ia section Reconunandations at pricauUons pour des instructions 
supptementaires. 

Des Instructions s~cifiques seront donnees par le mMecin traltant. 

Pr6cautiDDS: !'utilisation du dialyseur avec taux d'UF (ultrafiltration) net nul ou a des 
taux d'UF nets extr6mement bas peut entratner une pression dans le compartiment 
dialysat sup8rieure a Ia pression du compartiment sang dans une partie du dialyseur. 
Comma la probabilite d'ultrafiftration inverse de dialysat non sterile dans Is sang 
augmente dans ces conditions, le taux d'ultratmration doit etre soigneusement regte 
selon les indications d'un medecin. 
ln!ectjon d'Mparjne 

Une heparinisation systemique ou locale peut etre realisee selon les instructions du 
medecin traitant 
QIDnarrage du traitemenl 

Pour Ia configuration du circuit extracorpore/, se reterer a Ia figure 2. 

Attention: observer attentivement le piege a buUes de sortie (veineux) au moment oU 
penetre le sang. Si ce demier semble Mmolysl1, clamper Ia ligna de sortie (veineuse) 
et arreter simurtanement Ia pompe a sang. cramper Ia ligne d'entree (art8rielle). 
V6rtfier Ia formulation et tes proportions du melange puis chercher les autres causes 
possibles (surchauffe du diatysat utilisation d'un liqulde d'amor~ge jnad6quat}. 
Purger tout liquide incompatible du circuit de dialyse. le sang ne dolt pasltn 

11tui • patient Une lois Ia cause identlfl8e et corrig8e, mettre le d!alyseur et les 
!5 au rebut Installer un nouveau dialyseur et des !ignes et preparer le circuit seton 

... "'rocedure normale pour commencer le traitement. 
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1. Raccorder Ia canute arterielle sur Ia ligne d'entree (arterielle) et Ia canule veineuse 
sur Ia ligna de sortie {veineuse) sur les lignes appropr'16es. Bien serrer les 
raccords avant de continuer. 

2. Retirer les clamps de Ia connexion patient ou des aiguilles a fistulas et de Ia ligne 
d'entree (art6rielle), puis retirer le clamp de Ia ligne de retour {veineuse). 
Coordonner cette action avec le demarrage de Ia pompe a sang. oemarrer Ia 
pompe a sang lentement et rl!gler Ia vitesse a un minimum de 80 mUmin. Le 
niveau des pieges a bulles arterial et veineux ne doit pas descendre au·dessous 
du ntveau recommarnM par le fabricant. 

3. verifier qu'il n'y a pas d'air dans les tetes de sortie arterieHe et veineuse. Side 
I' air est present. faire circuter le sang a un debit de 200 mUmin pendant 
5 a 10 minutes dans le dialyseur pour retirer toute bulle d'air. 

4. verifier que res parametres du traitement sont bien regtes : le debit de sang, le 
dE! bit de dialysat, le taux d'ultrafiltration. 

Survemance au cours dy trailement 
11 est recommande de contrOier les pressions en aval de Ia pompe arterielle pendant le 
traitement. Une augmentation continue de Ia pression arterielle peut indiquer une 
obstruction du dialyseur ou des I ignes menar.t au patient. 
Bien que l'integrite mecanique de ce dialyseur ait ete testee, il peut toujours se produire 
en cours de traitement une rupture ou une fuite entraTnant une perte de sang. C'est 
pourquoi H est recommande de rl!aliser un contrOie permanent au moyen d'un d8tecteur 
de fuite de sang sur Ia ligne de dialysat et une inspection visuelle de I' ensemble du 
systeme. 
Si une fuite de sang se produit, il taut essayer (selon !'avis du medecin traitant) de 
restituer le sang du circuit extracorporel au patient (voir fin du traitement). Si \e 
medecin decide de ne pas restituer le sang au patient, clamper Ia ligne de sortie 
{veineuse) et en me me temps arreter Ia pompe a sang. Clamper Ia ligne d'entree 
(artertelle). Mettre le dialyseur et les Jignes au rebut 

Fin du trajtement 

Attention : l'alr qui aurait pu itre emprisonni dans le dlalrseur lors de l'amorvaga et 
du traitement risque d'ltre entratni dans le systimle. SUnelller constanment et 
attentlvement le nlveau du pilge a bulles de Ia llgne velneuse. Le rin~age du sang a 
I' air a Ia fin du traitement n'est pas recommande. 

1. Regier le taux d'ultrafiltration au minimum. Ne pas laisser Ia pression du 
compartiment dialysat d8passer Ia pression du compartiment sang. 

2. Arreter Ia circulation du dialysat. 
3. Diminuer Ia vitesse de Ia pompe a sang jusqu·a zero et clamper successivement 

les !ignes de sortie (veineuse) et d'entree (arterielle) puis Ia canula arterielle. 

4. oeconnecter Ia ligne d'entree (arterielle) de Ia canule arterielle et raccorder Ia 
ligne artE!rielle a un recipient de solution saline isotonique sterile. 

5. OE!clamper la ligne d'administration du perfuseur, la ligne d'entree (art8r1elle) et Ia 
ligne de sortie (veineuse) et d8marrer Ia pompe a sang lentement jusqu·a un d6bit 
de 100 mUmin pour restituer le sang au patient. 

6. Clamper et d6clamper altemativement Ia tubulure sous le piege a bulles de Ia 
ligne veineuse. Ceci provoquera, par des augmentations et reductions de 
pression dans le dialyseur, !'evacuation du sang present dans le dialyseur. Ne pas 
depasser les limites de pression du generateur de dialyse. 

7. Pomper le liquide de rincage au travers de Ia tubulure sanguine, jusqu·a ce que le 
I'!QI.Iide dans Ia ligne de sortie (veineuse) soit considere suffisamment clair. 

8. Arr~ter Ia pompe a sang et clam per Ia ligne de sortie (veineuse) et Ia canute 
veineuse. S6parer Ia ligne de sortie (veineuse) de Ia canule veineuse. 

9. Mettre le dialyseur et le materiel jetable au rebut. Nettoyer le materiel de 
dialyse en suivant les instructions du fabricant. 

10. Effectuer les soins appropries sur le site d'acces vasculaire du patient comme 
indique par Ia medecin. 

GZ 
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Sortie de Ia solution d'amor~ge 

Tete de sortie 
veineuse bleue 

T~te de sortie 
artbrielle rouge 

Entree de Ia solution d'amor~ge 

Figure 1 - Orientation du diatyseur pendant l'amor~age du compartiment 
sanguin. 

10\saonun~~g 
N 66kPo 

® 

Trajet extracorporel sterile et apyrog(lne. 
St6rilis6 par rayonnement gamma. 

Afin de preserver l'int6grit6 des fibres, ne pas 
lalsser Ia pression transmembranaire exceder 
66 kPa (500 mmHg) durant Ia dialyse. 

A usage unique seulement. 

07-19-35-506 

A 

v Oialysat 

Figure 2 - Circuit extracorporel pour l'hemodialyse. 

. 6-
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5M2119 07-19-36-769 

Baxt:er 

EXELTRA 150 Data Sheet 
Approximate Perlonnance Characteristics 

Note: Operation of the dialyzer under clinical condilions may produce values different from those illustrated because of the variables involved in the clinical 
dialysis procedure, in the cellulose trlacetate membrane, and in the manufacture of the device. Therefore, the values given are for approximation only. 
See in-vitro test condrtions 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 . 

Creatinine 100 186 242 274 297 
Phosphate 99 179 227 255 274 

Vitamin B12 90 132 152 163 170 
Myoglobin 30 33 33 34 34 

Hollow Fiber 

l!tN-VllRO 1UT CONDITIONS II 
1. Clearance in compliance with the evaluation standards for dialyzer performances called for by 

the Japan Society of Artificial Organs. 
Solute Concentration: Test Solution: 
Urea 100 mg/dl Temperature: 
Creatinine 1 0 mg/dl UFR: 
Phosphate 5 mEqll Dia~sate Row: 
Vitamin 812 2 mg/dl 
Myoglobin 10 mg/dl 

Dia~ate 
37"C 
0 mUhr 
500 mUmin 

2. Ultrafiltration rates were determined using bovine blood. 
HCT: 25% Blood Row: 200 mUmin 

3. Priming Volumes were determined using an aqueous solution. 

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

Distributed by/Distrlbue par 
Baxter Healtbcare Corporation 
Deerfield, ll 60015 USA 

Made in Japan/Fabrique au Japan 

©Copyright 2003, Baxter Healthcare Corporation. All rights reserved. 

07-19-36-769 2003/03 

-1-

Slerilized By Gamma Irradiation 
Sl~rili~ par rayonnemenl gamma 

SPECIFICAnONS OF MODUlE 
Header: Polycartxmate 
Housing: Polycarbonate 
Potting Compound: Polyurethane 

® 
For Single Use Only See Instructions For Use 

A usage unique seulement Voir mode d'emploi 
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5M2120 07-19-36-770 

Baxter 

.@ EXELTRA 170 Data Sheet 
Approximate Parformanca 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 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. 

SI'ECIFICATIOIJS!I'EI1FOR1,1NICE 

Model EXELTRA 170 
Code Number 5M2120 
Effective Surface Area (m2

) 1.7 
Effective Length (mm) 239 
Priming Volume (ml) 105 
Cit dl ]I "S (I L lrll') Q,j lOll 200 '300 •100 1JU0 

Oc1 oOO \00 ouo oUO JUO 
Urea 100 196 268 310 341 

Creatinine 100 190 252 286 307 
Phosphate 98 179 232 261 280 

Vitamin B, 92 138 160 172 180 
Myoglobin 34 39 45 46 48 

Ultrafiltration Rate (mUhr/100mmHg) 3380 

Materials Cellulose Triacetate 
Hollow Fiber Inner Diameter 200 microns 

Membrane Thickness 15 microns 
I Sterilization Gamma Irradiation 

li•N-vtmo TEST CONDITIONS 11 

1. Clearance in compliance with the evaluation standards for dialyzer performances called for by 
the Japan Society of Artificial Organs. 
Solute Concentration: Test Solution: 
Urea 100 mg/dl Temperature: 
Creatinine 10 mg/dl UFR: 
Phosphate 5 mEq/L Dialysate Flow: 
Vitamin B12 2 mg/dl 
Myoglobin 10 mg/dl 

Dialysate 
37oc 
OmUhr 
500 mUmin 

2. Ultrafiltration rates were determined using bovine blood. 
HCT: 25% Blood Aow: 200 mUmln 

3. Priming Volumes were determined using an aqueous solution. 

Baxter and EXELTRA are trademarks of Baxter lntemationallnc. 

Baxter et EXELTRA sont des marques de commerce de Baxter International Inc. 
Distributed by/Distribue par 
Baxter Haalthcara Corporation 
Deerfield, IL 60015 USA 
Made in Japan!Fabrique au :Japon 

"'Copyright 2003, Baxter Healthcare Corporation. All rtghts reserved. 
·19-36-770 

2003/03 

SPiCIFICATIONS OF MODULE 
Header. Potycarbonate 
Housing: Polycarbonate 
Potting Compound: Polyurethane 

Sterillzed By Gamma Irradiation 
St~rilis6 par rayonnermml gamma 

® 
For Single Use Only 

A usage unique seulement 
See Instructions For Use 

Voir mode d'empfoi 
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Distributed byJOistribtJt pat This End 01>' Distributed by!Oistribtre par Tbi$ Enl Up' 

Iuter llealtkara Corplratioll """ Iader lle:attllcarl c.r,orati• ... 
Oeertiekl, ll 60015 USA llll 5M2119 24 Units/Unibis Deerfield, ll 60015 USA IIi] 1u1w and EIIUU are IJademarlts of 8axler lnterna!ionillno::l EXELTRA 150 ~_5~;-' aut. and UB.1IA are ndemarks ol 8axtef llltefrollionallrw;J 
h;rW d tiBJU $0111 des marques de commerce rk Ba>rter International In<; lubr et Datu soot dES muques lk COI'III1lelct lk 8axler lnternalionallne. 

Made in Japantfabrique au Japon ! ,. 
~= .. - •o:::::.!!:.J- Made in Japanlfabriqtre au Japon ! "" :::-~-··-Fugile - , ... 

~ I~TIRI 

Baxter 
_ .. _ .. _ 

Baxter Baxter 

07-QS-36-765 @ 
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Baxt:er 

r ;r™ 
Cellulose Triacetate Hollow Fiber Dialyzer 
h>!I'OIIucll .. 
This dirfctlun she!1 is~ !l)f use 'M!h 1M CT"" Gtllulose Triacelate Hollow Fibtt Dlalyter, See data 
sllett for pr:rfoonallCI!l eha~llc$ Of ac;:c;omp;ifl}'!tlg dialyZer moM!_ Oeviatitm from desc!ibed methods 
$hOuld be ~ on~ under tlit w~ \1( o<rith tilt app«M~I ol ~ !thysiciart. 

lett: Nt ....,_,. .... u. • ..,. 
MilCh of !tit Ofigfoai-I'I'IPificallitmture t!Qafdilli! (f~alyw reute dtscribes nru af'd hawlh motialed Wlth 
tbli #fadll:t, These ~an ift(;tt:m iii morbidity (Wif1Vfl ,t 1978}. septiCemia {Ntfl19l2): fetltile 
ructiOI!s (fiel11972l: ~id teit'!lon!i (~stettl «at 1975): ~soMe dearal'ttt$ (RaM fit at 
f9l4):fOtmahonOl'irnl·tN~nm~{Kiehnylf;J 1.915;/tmts{Jn~f<ll ,975.f~et*.1979: 
lynm !t aL 19$31. ~ with myt;tlb;tcleJium ehelcmei (Bolao _rl at 19351; 1m: of CtO$$ ust betwetn 
patients: an: llcrmed fl'Sk of flepalrtk !Stamm 19T8) and Jdeitff!llmt$ tfl$d 01'1 medla:nJI:;al infeoMty tFiWtit! 
~ B~ 1986t .4ctae fi)Q: (Rtvl!illand et 21. l9n: Qpnet at. 19731 or a11etQic reactlorls {Siemlilm et al. 
1974! ntaltdto the uu ot tcrma~ m !Wiermm atsocl1td. 
Since !hm OMtf fllports, somt of ltlt dted ris1o$ and hmllb hM l>efll shown to M! ftlated 10 Ole SJ)eelllc 
l!"'e''hom at rinsing, r:ieanin; and ~IQI'I' ~- In addition, ffle Inadequacy Of the Clinittst' mtthod 
Of deft!OtiS1 ratinf an ~ble mi<kl.ll k!Wl Of rounatdeflyde hu beef! ~ and a ~. !n(!fe 

~ testPt~ (Nisll1953:1(~ 1980}. OoestudysOOwt!l N: tntli$tofhepatltisittrwse 
..,_.,"'~ ~s llO! hlghtf ltiMI in Wigle uu~nteJs {fM«l' el at 198\j When reuse- I$ ))T09erlytarried CKrt, 

• ~benefits duriflt lfi<llys-1$ tiM -ncf;fmed, t !J .. ~at SigiiSand ~qr fm1: 
flO. Clint paift, t!SJiiraloty dislll!SS, twof~. AMUJI'ld 'lt!mitlllg p:anf and flollak 1980; 

..-.. ... tt ;tt. 1980'. Rtlbson etJI:. 19&6). 
Reduc!IO!l in tlialyw ~ leu'« open!.) !ll'ld l'llmoty1lc ~ 8CtlvatiM haS also been ft01ftd to fJe 
assooated with db""'r JMI!' is.avdir et a1 1977; Mlm et II 1900; tmlm and Lowrie 1900: 
~mura d .ll 1980) allnougll the elirocal s~I\Ct at this fmdiiiQ ii-1'101 cleat Theft lwf been ~ 
mat reoort rt<ltlelioo inmofiV!ty lor tt-alients tfMtd In dial'r.;l$ urnts thai wm looo h!tm lfiiSm {Held et al. 
1967). Nfw ~rns, howtvtr. floM t!e;m- r:tiUII r~!flg the risk 01 ~~~icily a r&lated to 1ong tenn 
e~ptl$Jre Gf l)a11M1S aud WH to itlmt.lld!!hydt jU$ Regu!.Wry Cotmc1t 1!100) or other ffJec1s <1ue to torv, 
tttm adm1mstr.moo ol Sf!lidl amount$ ttt !hili J!Jiffil Roose I$ alro-CQI!trarndicatetf 1(1{ ~who art 
sell$ltive lo disin~ solu'lion ~Is and bach!rlrmit patle!l!$ (~r t98T). A t:ot\WASUS 1!QardJ11Q the 
mediCal ~lability ot ftllse has 001 be!m reacted. it has t:roon ~ ttllt standlmt prootdure; tor 
rlnsiflQ. t~t!ar»nv a A(! $lenl!ntion be dtwtoptd atld mlooltd In pt~. random~ 1nals. AAMliW 
dM!oped OU~IIH (Recom~ f'tact~Cfl lor RellS! of 1--fflmodi.atyzm 1986} whlch'Ctlllll:l bt U!:ed il 
pr~ Prot«:oot tor ttmu tnats. but to dlfe lht !rials hllve not been performed. Until $UCtl frii!S haw 
~ accomplished and 11m rtwtts aN~Iynoj. or a medicat ronsensu$ reoardfno tile ~ilily at $fll!dlic 
1«-hrl!qUH ~~dell!!~. 8axfet HMittlC;)re CtffporJ!ion ~ tflallflis dialym be dlscaflled 
afttr a lingle tlSt. 

Sirw:t! i:'.Ofl®:ion$ of dlr.lntrtv and rmte~h;a!io:n afte1 1t1e first use are the ~sibllity o1 tilt~ 
'lysidJI'I fH ins11Wtlon ~~mp oatyro J'al~. &xle.r ;:am;ot Wimilnt #le st«mty, ~. 

du:nt<;al ~Of pel'klfmance of tllis dia!o;ztr whtn rwstd. 

Descrlptlta 
See dJia sMft t« ~ria:$ Of com.t~ and sh!riJizalion mtfhod Ql tnt acrompanyino dlalyn!:t mOOtt. 
0~ lluid IS dlstnbl.lled aroond tach hoflow IIIIer Blood entei'S Oflf! mf Ollfle dfalym thrwGI; the bloo:l 
lnlei I)OJ1. rmws ltlrough tilt htllfow fibm and exit$ al!M opposite end lt!fOOOll the Wood ooflet !)Oft 
Oialy;tnv ftuid !111m ~d mts in rounlercummt fashiOn to !he lllood lk1w lhr-OOQII sep.a® dialysm ports 
(f9Jrr I i Set dafl Sbett lor !pprnJ:~ w~ atta of the ~ tfi:il~ nt(l(tet The 5IHfao! 
aru may vary due to the ~~ ~ m lfle: mar'llll.atttsr Of l1le dcYict. 

lllgh ,.......,.lily Olalyzen. 
ffiVII ~billiy dlatytm musll>t used on~ m coojiJnCtiOn With dQfysis ~ equippW 'liM! an 
UIIQfl!ftatioo eontrM!f. hi ultr.tllltrati(m qmtrollet (JI'(lVid!s toni~ and atAOfflldic tt:lllffof 0'1 fluid 
tt1l'lovat ftom the patiem during 4la'YUs actrlf!fino IO a vmetlhrid rmowt peat 

Actions 
Somt' ~oce dla~ tlllhe~r .aadeplcted (In tt1e ~nylng data sbeel "'"onNflct dala has been ~ undef lOOicaled $pt'C!fic tm conditions iiii!Hro, itt ~ 
with IN tvalwfioll mndmis f(w ~~ Wfor~ eaBed fof by the Japan Society d Mifldaf Or~. 
UHf.lf~ dlaracteriStics hm l)ftn rnwmttt usiflt in rif!Qt)f tJr Hm blood eontalnlng $¥$fl!l'l'!l. 
Ol)t(aliO!l ol' the cfia!rnr untter clinical COI'!I1ifioos may prOOta dll'letent ~ ch$1acterts1ic$ tl1)!'rt 
#lose illusltated beau$t of the ~ iiMmt6 1n the clinical Cliafvm llf'O!)edore, the t:elkltos.e triaceWt 
~!ibm lAd the IJIIIllltactul"t of thtdevU. 

lndlcatioas 
~ Wllh lhm: dialyms: Is in!11caltd 1M patieflfs with ~or thronlc renal tailt.lt! when 
4Mtl\'etherlf!Yia~tobe~te. ltm;yacbeindlt:aledhlhetrtatmemd~ 

IUIIJX!OJted with poi500$ Of drug$. twmcht$ftl el J!. J97T}. 
Stltciion of pMnf! IS ~M for '$UCf) ptot.:edult$ is l medi:;a( /'tSfiO'Miblllf,.-. wfffr the I)U'fl:oome 
*PtOOmt on many~ The~ sllot6d be wed only on me lhctkln ola ~ .mo ha 
Mltlaledlf!OitM~~ot lfle~'siii!WS$. 

Adft!SIIIoocttans """' ______ ..,{_.) ___ -
-tnd signs hm indOOtd asthmali; reaction. fMP!ratotv armt. pt\ltltus. tn'll(;arif, ery1hernf. ~and 
fac:lal .... rtenP:ln. ~ lnd c:arOlaic tmlyttmUa. Tht rAdlons hw& ta'IQIIf 1tofn ...,y mild 
to W1Y Sf'melllnd dhtbs"""' been~· 
~~.kdll$~~. ~andrtausell, wi!U;bmaybe~.,;;. 
~..dl"mi! or !'r;pe--:;nr..!lt, t::O:C$Uali'J 1Jil :~try ctrr..:l ~~··td.e:;, ~ f.:lid ~~ 
Nfanct, blood 1J0w f1tr and diatyllnQ Quid ,.MJ pm$l~H!. O!hef COil~!$ 0( ~ sooit 1$ bitlott 
tim. D!ood~. ~ flrt!I$Siw tMmltratioftaod eledrot,trirrlbalatlce bMbeln~ 
wl(h ~malfliPi:.1lon.tiefett«~~ 

·-­les~,IM. 

fi'VJ. • ---

Warnings an~ Precautions .. __ 
Ill; l d Jtbt4UIIpts1Mt ....... .,,_.,.~ ..... ..,.....- ... 
lq:puwasltt¥Hitndlllll'*'"sec:tflll"..,...,....,..., .. ..,.,...._~ .. 
M6rrtaiter~(ktlryMd ........ 111.,_, "'*-••c• tMdlhltllkll:lf~hltilt 
ediiCOifW~Icimltlftt.tiiMefUiltltllllr:HettlllllftltliOIIII.._.tltlttPftW. ltMttlerll: 
fit mlltdiM'tthtCT'"~ 'fl1atllt-.rFa.......,_llttillllell.,.fw1lldl 
JlltfCtl'tS.._ ,,..__llllfMkll ..... rdstlalbltM-fl..,_.....,. ... ..,. 
~~~~~··"""*'· illb:ttrJtli;p 11elljtNCtM:w ..... ll•~ftt 
C*'dtf~,., ............... ...... .. ..,. __ 
Higll Pttmeabiflly devlcts art~ IS those devices Wiftl itt riM:! ullr.lllltratioo • grea!tr than 
8 0 mt.>llt/mmHg. SoctJ ~ 1TlltSC De II$Od only ifl-~ Mth-diafpis mlcllines ~with 
tn illltlfiltfatlol'l rontroller. 
Patients lleinO dialyM on 1rigt\ permeability dlatrlm Should be Ml)nltored mote ~ kJ ~ 
c:ump11t:ahons lllflledla~f'Md ~*"CColec;l~~ c.-.. -1. Adia~ nukl Ofthe~I'Oflriate~ll.lon ltloul(f bt~ by a~ to $ult !he JQff!nt$ 

"""' 2. 1M OlaoonductM!y ltlll(ef ~ oon11m1 proper~ fJ ~ 
3. To avoid hemotysit. dla~fluld'temJ)f!l1tute 5htxttl nrver ,¢«'d'42"C {107.0). .. __ 
t. hl!ptic~~ mll$1 b!l ~ totvokt~lon G!lfle blood path When cmoectingttH! 

patlellf to ttl!! !oltt (lflflr~l; axf oollet (venous) set$:. -

2. All t.:t~Mtctioms: $hOuld be Chect!!O Wffulty btfoll m durin;: the tim mlnutt$ o1 OJlt!ration. At 
::rraf~~ngdl:ai\'SIS.fhm~br¥1$ua'~('l(lflt~fad««tlt.tksltld 

3. Til! outlet (vffloll$) bubble tqp must be 314 M z all tml$ to GPtimlll bubble~ capability_ 
See ln¢ructiolls IICtOitli:Jallying sm Sintt tile possibifl!y Psts ltiM ak ~ bt dra~~m into lhe 
~~Circuit on the neoafi¥11 Pfft!llf! side o11he pump.tN use of an m bWtllt dtteetor 
de'lk:e oolhe O'f110ll$llne is llltOmmefldelf. 

~- To avoid oo~ blood 1~. the brood wmp- mllfl:be illlfjustedfot pt(lplr ocdtlslon cdthe 
pump seQmelll fllbl;IQ, Rt!lttto~~ng lilt blood pul'flJIIfld~rtllbll'lo set 
fOf prope; tiCdu$l01t Jlftl(:etf~Jfes. 

S Use l'lmydiA'f~damln: 1XIIet!'tast.lkplic$d¥rlghf ~ WndlmpitiQWI>mf. 1ht ust til 
heavy dot;' elamps-mlnknimthe ~of ltle!r falfiilo ottlndlnwra t.(l!npiete tvblov~iort 

&. Altfloooi!IM OJatya!J !'laS been~ lor mech:Jnit:al integtl1y, a ruptu11 Of iWi ~ 1o bfooclloss 
an occur durtnv diatnls. Thlftfore, bOtflalr lft5tlng beturt • {See PrmUf! ~Section) and 
coostant I'IOI'!itorilltJby men. of ·~bloOd lea defectofln tllldiattMofktid b o1 tbe 
dl.lty$-ls machlr!t and \'!:sua!~ offht system m letMMJ!leltded. 

1, If bloodappm, in the: d~ 1kMt inebffnOIIIi!at, WI lf!empt may be made (at the dlsCI1tionol 
fflf llth!nii'JOQ ~) to retum bloixt from IN exttacorpmea! $Y$1tm to 1M p;llllnt (Set 
Tennlnati!JO Dialysis SeCtion). If t1w1 dedsi® Is ,._ not to return !he Wood to !be pafiMI, 
~mrftlllly damp U. out1tl {ltOO!Jf) and net !lrterial} stG and tum ot!lbl ~ ll'ltlP and fluid 
~9'f$Wft. ~tWn90fl'tht~ca~and~ffomltlew.tlaiWIW) 
and outlet tvmovst •· Ctosttbe patltnrst.aMI.fblll'ld 1'tfl'lOVt dllmps to ll'Jalntm Ofood flow. For 
pahmts wl#lllstulae:: mainblll patency ot the flslulaJets by~ ~5 ml d 
hepariflim Prnnirlg fklielniO eadl Ml ~the dilf;w and inltlsd$1rom tt!1 ~and 
distafd. 

'- Cmlulty obsttve btlbbit trap d'tambfr as. blood ~ If blood appem ~ damp oft the 
outlet (Wr!Ous) stt MJ ;imuftaneovsty abut on ttte btood j)U!'It9, aamp o~ the lnllt iarwml) set 
Sequenl!aftv clamp lhlll)aflents fisiW • w ~ 1mm the lhlft (arterial) aoo ouuet (Yeftow} 
Sds, Veri1y lbat tbe dfalyzlng fluid mixture iS coned «thai' h mildng S)'t!renl 1$ ~ proper 
~.!htn~Oftwaatm/#.Q .• ~1Jvid~.lmproperpnmli'!Q 
lluidiJ~ PtJtot ;all il'!to!npatlb!e I'Aild from !he dillytlno fluid patR The bbJd must nee bt l1'hlmil:t to 
!fl! ~. Wht1J CIUSf flal been dltll!mined m:f torfllcted, di$1:af(f !he diat,Ut .,., sd$. Sef up II 
l'leWdialymartd • tnd PflPIIJ!U!tcllwlllnlllt1'10tl1'1011 wqtot Mtingdialysls. 

9_ 'kll)metve hlnflvnt;o, 6o nee «iQMMd soo mmHo ~ Pf!I'S5IHI. 
10. Morritoting allt!tpost1M'l'!P !Mel (lrteml) and OQUef {YI!nouS) llb:ld ~ $hoold belk!ne 

th~diatysls. ThlsW114etedeertain~fndlc:atldbyflmoinle$~1Addow 
cab.datlen of TMPwttlch It ti$elvl Jnh pnd~Ctimof ullr.1fillratiofl. A~ rtst In Inlet 
(al1!ri;l) prmurt may k'li:fical:« • obSttuttloo ln-!tte: &tym or lines leOdmo 10 the J)IIINtnt The 
b:reasl"SI PIIDllft ma,e:.ceed the letoi1W41tl0JG 1MPot 5oo mmHg. lommitor 1t!t !Mel pre$1\lrt, 
an lnlitf (art«iat) sttlifftl 1 posli'fPI'!IImonllorinv thlmber may be 1$1d. Ste di~ 
.-.:tomp;nylrlo set 

11 In order to adlim' ~ bW~rales.the ~ pmsur« in a P<M1iOn otlfle diatyler 
~naye:oedthebJoodPI"SSW'f. UrldwthiH~,~~~~Iyuter:ould~be 
infUsed into .. blood. ~ .. ulll1fllrlltlon flit lllU$I be cmfulty idjo$ted. diNCttd' by. -12. Due to trw l'li$Uitln9 ~!WSiUI bloodvolulnt tnt! the lnc:n!ased~tlt a!r embatism lOth! 
pa1iWf, lit rinsll'lfof f!loodil: tflttlmfttlorl of~ II IIOtii(OtiMiiilided. 

13. M.wiy dialysis~ MitiblllromOibtt~ miMif -~or~ 
U"i>m B<li.W Htaltlr.a~~ a.. iQsnQ wrnsu! OWtWiitlli'W, I~ ~li(;af 
~ or mantes In thnt PJOduds trrlftit 1111)' bt mll!de from lime to tmt. Tlwefore. Ba-oter 
catlf'KI(tnSUI't !Ni !be dialysis~-Olhef ~Mien~ Witt! lt$produds 
wtl function In '~ lniMfK. • 

1(. Atlertoli!Oln~~IIXlMIIpwi~dn.lgsiAIS~toobtilnMI~for 
URI!:Ihis~utt. 
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Pnparlng the Dialyzer 
A. Pressur! Testing 

loti: It is rerommended that the following ~ling be C1)mpll!tetl prior to wetting either fhe blood or 
dialysate sides of the dtalyler 
To ensure th.Jt the dialyzl!r does not have a leak, oertorm tht tollowmg procedure (figure 2) 
1. Place ll'le dialynr in the d.alyttr holt!er 
2. IMtallpomp segment of tltt inlet (arterial) set in Ire blood ~mp and adjust !Of proper occlusion 

Refer to instructions acct~mpanying sets. 
3. Suspend !he 0\JIIe:l (venous) sel with lt!e bubble trap in the~ position. 

Aseptically remove the proteclors from the inlet (arterial) set and dialyzer Inlet port and cormect. 
Repeat with 11'\e outlet (venous) sel 

S Coonect the monitorino line on the oullet (venous) set to tf'levellOUS pressure" monil<11: 
6. Clamp the outlet (venous) set belOW the bubble trap aod any other tubes necessary to mate a closed 

system oo the venous side 
7. Prior to tumioQ oothe blood pump, make sure there is an optn pOf1 tflrougl'l whictl air can be drawn 
~o 1t1e set tflrOUQh a bact!rial bartier such as a Sterile Pressure Transducer Isola! Of. Clamp any 
other ail' passages (e g., heparin iniiiSion 1~. pressure mo~itoring llne) to creafe a closed system. 

a. Tum on the blood pump alld s1owty Increase the pressur! In UM axtratOfP(Ifeal circuit to 300 mmtig 
IS measuf!d on the venous pressure monitor. 

9. Tum on the blood pump ~rnl clamp on the lfllet (arterial) set betWeen the p1.1mp and the dia~1. 
10. OOseM the arop m pressuri! In /ht IOOod rompanment; Mry drop in pressure greater than 10 mmHg 

within 30 seconds is not acceptable arnl the dialyzer should be replaced. II a pressure drop greatl!f 
than 10 mmHv occur.;, Ched<.lor a faulty clamp or CQnnectiofl before assuming a dia~ leak exists 

11. Release air slowty by unclarnpif\0 the outlet (venous) set_ Release clamp on the inlet (arterial) set 

B. Jmtiat Assembly 
1. Refer lo Air Testing section above and perform steps 1 through 4. 
2. Connect the remaining rnonitOfing lines, saline administration tine, lfld heparin line where applicable. 

C. Ptimiog the OiaJy2er (frgure 3) 

1. PosJ!ioo the dialyzer in the holder with the venous port din,cted upwaNis moure 3). 

2. Close Of ptuo U~e dia~te oorts by clampifiQ and connecting the dJalysate Mnes to the dialyzer (the 
dialysate inlet line should be CQnnected at the same ern! as the venous outlet). 

3 Check to make sure the ar1t~rial and venottS tines are connected securely to the dialyzer_ Attach 
an IV Admlflistrahon Set to a one liter CQntainer ol heparin!zed s:atioe and connect It to the saline 
adminislr.Jfltln port on the arteriil set (Figure 4)_ An additional OfM! liter of saline so!Uiion shOuld 
be avarlable for inlusion durif19 dialysis and tor rinsing tt1e extraCQrporeal tirwn when tenntnaling 
dialysis. Run the tleparinizerl saline so!Uiion throtJOh the txtracorpOreal circun at a flow rate of 
appro~imalely 200 mtfmm 

<t Alter approltimatety 500 ml olileparinized saline has I>Hn run thmugh the dialyZer. unclamp the 
d~alysate lin!s to the dlatyter and run dialysate at a now rate of approximately 500 ml/min. under 
a pressure of approximately 0 mmHg 

S. Tum the blood pump off after the extracorporeal circu" has been rinsed Witt11000 ml of the 
heparinized saline solution. ContirlUe to run dialysate lor another S minutn; then proceed to clamp 
the blood li!leS shown in f10ure 5. Discard the spent primtno fluid. The wnous bubble !lap sltould 
be 3/4tun 
Cadoll: When the priming procedure has been completed. i!lld the e~ratoJporeal circuli Is free of 

air, set the dialysate outlet (negative) pressure to appro~imately zero (0 mmHo). This wilt 
minimrre the unrafiltratron of priming solution lrOfTithe diatynr betweefl the time when the 
circuit is primed 2nd di~lysis iS to CQmrnenc:e. Some ultrafiltration of the prim~ solution 
w~! octur (addnional heparinize<! sa"ne may need to be added to the cin:uil to prevent aH ol 
1fle priming solution from beifl{J ulfraflltefed)_ If lor arry reasoo !he dialySjs Pfocedure iS not 
star1ed immediately lollowmo the completion ot priming, tile Priming soiUiion in the circuit 
should be dis plated with fresh solution Immediately prior to lhfl initiation of di;lysis. 

Administration ot Heparin 
Although heparin administration proc:edureS va:ry, and are adjusted to !he teqtllrements ollhe IJKIMdual 
patient by the attendillO physician. a proper hllparinization schedule Mil Ill initialed belo" and 
maintained thrt~uohout dialysis to prevent clotting and subsequent blood path obstruction. The lotlowing 
are examples Of heparinization schedules lor hemodialysiS (GUlch and Stooer 1979). 
1. Prlmif\0 fluid shOuld coolain the lollowif'l\1 amounts of heparin: 

a. Blood Should contain 1000 to 2000 USP UnitS of Heoarfn per 450 ml ot blood. 
b. Noncellular electrolyte priming fluid, (0.9% SOOium ChloOOI!Injection, etc.) should contain 

2000 USP Units of Heparin per tOOO ml ol solution. 

2. A.V. fiStula sets. cathetm, etc. should be primed with a $OiutiOn conllinlng at least 1000 USP Units ol 
Heparin per 100 ml of sotution 

3. ContinUous Heparinization 
Continuous heparinization is similar to lntermlttenl heparintlation except that following adminis1ratlon 
olthe loading dose, a heparin pump is used to delver htp3rin IntO llle arterial line attht rate 
netHSary to maiTrtain the desired clOtting lime. Ctolting time should be determined approximately at 
hourly intmaiS. A ))epatln pump delr,.<ery betwem 1000 • 3000 USP UnitS o1 Heparin per hOUr 
usually is $utlicient. 
Avoid neoalive pressure ill the irl1usion site. Follow equipment manufacturer's operating directionS 
carelully. 

.t. tntermittent Heparinizallon 

PJtient stlould be heparinize<!' systemically at least 1M but ltOf ,onon thll'llell mJrwres ~on 
hem0dialy5is (unless contraindicated by far;I:Ott requiring reglonillleparif'll2ation). The loading dose 
is typically 2000 to 4000 USP Units of Heparin intravenously for the average ldult (70 kg). The 
loading dosage should be adjusted to the patient's wei;l1l in ordM to establish a clotting time 
equiYIIent to a Lee·Wtr~ time oi2S to 30 minutes (determined by either the Lee-Wh~ or 1 
phospht?lfpld AcJMI!~ CtoniflV Time fA.C.l) technique). It longer ctotllnt~tlmn (30 • 60 minutes) 
are preler-red.larger amounts of heparin are given (5,000 -10,000 USP Units of Heparin) as aloldfi!Q 
doSe. For patients whh an internal A. V. fistula, do nol oM heparin until aM needles are In pin. 
Ven!punclure after the patient Is hepartniled may mullin oozing or hematoma formation. 
tnl:ermlttent dosages ol1000 to 3000 USP UnitS of Heparin pet" hour Into the arterial hare repeated 
during the procedure. This dosage l(l3irl is adjusted to establish the pf1ferred clotting ttme (at least 
2S • 30 minutes} No addniorlal heparin 1s a&.n~'lfdefed co plfilnf5 ~ A.V. ft!:Mu durir'tll""' last 
hour ol dialysis UlllesS dottin; ttme tails beloW 20 mlnlllel. 

5. Reoional HeparinizatiOn 

n systemic heparintzation would lead to danger fiam bleeding. regional heparinization may be 
indicated. During regional heparinil311on, heparin II ldmlnlstered tD the blood flowing trom the 
patient to the dialyzer af'l(f a neutralizing dose at proCII'rln su«ate Is admlnistemd simufflnlously tc 
the blood llowina !rom the dialyzsr to the patient A control clolllng time shoold be oblllned prior to 
slarti'l!l. Clotting time ot blood trom 1t1e patient and ol blood trorn ltlt machine must be t:hecklld 11 
least ~ 30 minutes, pre!erabty using ltle A.C. T. method, More hquent monitoring may be 
desirable, Obtain blood samples proxtrnal to lhe heJ!IrJI and prul:lmlne illusion sites.. The dolling 
time of bJood !rom the rnact1tne should be 15 to 20 ll'llrRites, wheiUs the dotting lime o1 blood from 
the patient should be normal. 

NOTFORPRODUCTION USE 

Prepantlon ot the Patient 
ThiS section Is provided as a guide fol connecting the pat rent to the dialyler, conducting the treatment. 
and tenninatillg dJalysis. Specllie directions Should be given by the attendi!~ij physician. 

The inlet (arterial) and outlet (venottS) sets art connected to the patienl"s blOOd vessels by one of the 
following methods Cannulation by surgical cut down, permar~ent indwelling cannulae (A. V_ shunts) or 
A.V. hstula cannulat!Of\ via percutafli!OUS puncture 
A Diatysis Procedure 

Ill palrents will! A. V. s~unts, sequentially c~Mlp arterial cannula and venous cannula prior to 
separatino the cannulae at the shunt conl\ector_ Aseplica!ly connect the ar1erial cannula to the inlet 
(ar1erial) ~and the venous cannula to ltle outlet (venous) set Secure htting before proceeding. 

2 Remove the clamps from the patient's cannulae· or lislutae and the inlet (ar1eria1) set. then 1emove I 
outlet (venoliS) set clamp. Coordinate !he starting ol the blood pump wtlh tile action. Start the blo 
pump slowly and adjust the speed to at ltast SO mllmin. Do Mrt allow the level in the bubble trap 
drop below the 314 lull leveL 

3 Check to rna~e sure !htrt Is no air p~ In the ar1el'ial 01 vtiiOUS he~1s. II air iS present, run 
bloOd at a normal flow rate klr h'le (5) to ten (10) mlnutn through ttre dialyZer 1o remove any_alr 
bubbles_ Fma11y, rotate tt)e dlalyzet 180 degrees so the ar1erial port (red) Is direeted upvnrds. 
....- Caf!luJ!y obsern the outlet {venous) bubble t1ap chamber IS blood enters. 11 blood 
appears hemotyred, clamp off the outlet (venous) set and simultaneously shut oil the blood pump 
Clamp oH the Inlet (ar1efiat) set. Sequentialty clamp the patient's cannulae and disconnect from ltll 
inlet (ar1erial) and the 01.111e1. (veiiOUS) _sets_ Close the patient's cannulae and "move clamps to 
mainta_in blood flow_ Vttify that the dialyzing fluid mixture is correct or ltlaltlle mixing sr.;tem is 
providrfl!l proper formulation. then explore olher causes (e.o .. dialyzingtloid overtemperature, 
tmprope1 priming fluids) Purge aft lnarmpatible fluid from the diatyriiiQ fluid path. The blood mu 
not be returned to the patient. When cause has been determined and COffeeted, dlscaN:IItle dlatyzr 
and sets_ Set up a new dialyZer and sets and p1epare !he circUli In the normal way lor starting 
dialysiS. 

<4. As dtalysis begins. lreqllentty measure !he patient's blood prnsure and car!lully obserw the wno 
bubble trap pressure. When these pressures stabnizt. ll'lt'bfood now ra~ may be illetbSed s,towt. 
lletr. As blood now rate increases, a concomitant rise in bubble trap pressl!l'e wiA be noted. 
It is recommended that the patient-be "elghed before dialysis and after one hour of dialysiS to veri 
the ultrafiltration rate being obtained. Then adjust the ~~egative pressult on the dialyzing Huid to 
increase or (le(:rease tht ultrafiltration rate; diatysis tnachines equipped with an ultrafiltration 
controller accomp~sh this automatically. 

B. Control o1 U!trahltratron 
Ultrafiltration can be predicted as a function of transmembrane pressure In order to calculate 
transmembrane p~sSUI!. it is necessary to measu~ the blood inlet and out1e1 pressures arnl dialytinr 
nuid Inlet and outlet pressures. To measure blood Inlet pressure, use an inlet (arterial) set with a post 
pump pressure monrlonng ~ber and monitoring l1ne. To measure blood outlet pressure. use an c 
(venous) set e11uipped with a pressure monitoring line_ 
Tile following equation applies· 

TMP = Pbi + Pbo Pdi + Pdo 
2 - ~,~-

Pbi = pressure blood in 
Pbo = pressure blood oUI 

Pdi = pressure dialyzinO fluklln 

PdO ., Pre!ISU" dialytlng ftuid out 

These readings can be obtained it a pressu" monitoring 
chamber in the post-pump Inlet (af1erial) set. and a bubbll 
trap in the outlet (venous) set are used at the Inlet and ou 
of the dialyzer respectively. 

Thls -pressure cor~ wfftl the dialylino tluid Inlet 
negative pressure. 
This pressu~ conesponds with the dialyzing l!uid outlet 
neoati'le pressure. 

To predict approximate ultrafiltration, reler to the data sheet. 
Dialysis machines equip~ with an unr.Jfiltrallon controller automatically control TMP to achieve the 
deSired weight toss. 

C. Terminating D~iS 

...... : Any air !flat was trapped inadvettentty in the diatym during priming and dialysi's may be 
dtsfodo«<. CnMir monitor !he evel Of venotn b!lbble tlip at ~ times. 
Illite: Ali discoonections =tMHJkl be made using aseptic l«:hniques. 

1. Replace hepariniled priming ftllid container with a one liter container 010.9% Sodlurn Chloride 
Injection lor rinSing the I!XIracorporeal CircOO. 

2. Reduce dialyzing ftuid compartment ~ssure to minimize uttrardtration. Do not allow dialyzing II 
pressure to betome ll4Jsi!M. 

3. Reduce blood pump speed to mo and sequentially clamp out1e1 (venous) and Inlet (arterial) set 
ar1erial cannu4a 

4. Separate the inlet (arterial) set !rom the ar1eriat cannula. 

5 ~ lhe damp ltom /he ootlef (veoovs) st'l and IQI (a11trial) seJ and slmuttaneousty tum II! 
blood pump to slowly pump the blood in the tubillQ up to the priming port. An allemate fT18Ihod 
coonet1the Inlet (arterial) set to a source of 0.9% Sodium Chloride ln)eclton rinsing fluid. 

6. Reduce the blood pump speed to zero and sequentially clamp the outlet (venous) and inlet (ariel 
se~ near the cannula. Do not clamp the Inlet (artertll) set II' the IV container ts COI'10eded ctirectl 
llw! arteflalconnedot lei tinsint-

7. Open the clamps on the lluld admintslration set and the outlet (venous} set and tum up the bloo 
pump. 

8. Use 0.9% Sodium Chloride Injection linslng fluid at allow'* ol100 mlfmin to return the bloo 
the dialyzer to the patient 

9. lntermittenlly clamp and unclamp the tubing beneatfl the venous llubbl! kap witlt 1 liM clamp. 
wiR Increase and decrease the pressure within the diatper wfllctl will help reduce the amount ol 
retained In tile dialymr. 

10. Pump the ftuld through lhe blood tubing urUR the fluid in the outlet (venous) set is ft dear ft dl: 
The VOlume of fklld Infused lfld the ettect on !he patient's blood prmurt shoukl be monilored. 
Infusion may be stopped ilfter the desired vofume 5 irrfusad Of If~ blood pms.ure elm 

-~ 
11. When a salislactory rme baCk has been c:ompleled. ShUt off the blood pump and clamp off 1tre 

(venoUs) set and the venous canrru~a_ ()lsconnec!IS previously donfllor the arterial cannula. 
12. Prepare aod reconned the pallenl's A.V. shunt fotiOolring physician'S Instructions.. tr the patient I 

:'... V. ft$tl.lli, Wi'iln:fr•'t.' ;.ee;1Je$ .tn.1 apply IZ:essfrlvS ~ Ofni,.;OWJ By • 9h)'Siritn. 
13. DiscatlJ dialyzer and Ill other dlsposatiie equipment Ctean dialyzing equipment following 

manu1actuter's Instruction manual. The dlalyl!er Is 111C01l'illlihded lor one time use IMI!y •. ........... 
Associafion 1ortl'li Advancement otMsdfclf ~- 1986. 

Recomrnended Prxtlct lor Reuse o1 Hemodlalyzers. 

Bolan, G. et II. 1985. lnfedlons with ~ chelonelln pa11en1S ni08Mn(l diltfsls and using 
processed ~rs. """"' .. 152:1013-1019. 

Ceslern, R.V.M. et 11. 1975. Maphylactvkl reacttons and toslnOphilla In pa\lents tmtecl Wllh t1o1ow Ill 
artificill kidMyS (HFAIC). ,_lie Areff .......... .., .U. 

Fassbinder. W. et at. 1979. Haemotysls due to ~Induced antl-fHike antibodies In haemol) 
patients. IIIII ~ 57:673-611. 
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Figure 4 • Extracorporea! Circuit for First Step in Priming Pr~ure 
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Baxter 
CT'" 
Cellulose Trlacetate 
Hollow Fiber Dialyzer 
Model CT•110G 
caution: Federal (USA) law restricts this device to sale 
by or on order ol a physician. 
Distributed by 
Iuter HeaiUN:are Corpo...UOII 
Deerfield, ll60015 USA -·"-lot 

Pantone 287 Blue 

sterile, nonpyrooenic blood path. Sterilized l:ly gamma 
irradiation. Do not use if Up protectors are not in place. 
Stood and dialyzing fluid should !low counterc:urrently. 
See accompanying: directions. 
11111 dlalper ll reca11111ndtd lor ae1 tlmt use only. 
Do not store abow 40°C (t04•F). Avoid excessive 
changq In 11lativt humidity. 

Warning: This device must be used 
on dialysis machines with 
an ultrafiltration controller. 
7·26-1-288 
9311 

\$ 
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5M1546 
Baxter 
CT"M ltlrDI, nonpyrogenlc blood path. Stertllzod by gamma 
;.:.,-.,:--=-:----:-:------ Irradiation. Do not use It tip protectors 1111 notln place. 

Cellulose Trlacetata :"'.=:=•,..""""""'""''~· 
Hollow Fiber Dialyzer 11111-•· ..,,.,.,...,,....,. 
Model Cfo190G =~~=~~04'f). Awtdexcess;ve 

caution: Federal (USA) law reatr1cts this di!Vice to sale 
by or on order of a physician. 

Distributed by 
But. Kalt!lcn Corpol'ltloa 
Deerfleld,ll60015 USA 

-·~ lot 

Pantone 287 Blue 

Warning: This device must be used 
on dialysis machines with 
an ultraflltraUon controller. 
7·26+290 
9311 

I~ 
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5M1542 
Baxter 
CT™ Cellulose Triacetate High Efficiency Hollow Fiber Dialyzer 
Model CT•110G 
Sterile, nonpyrogenic blood path 
Sterilized by gamma irradiation. 
Do not use if tip protectors are not in place. 
Blood and dialyzlng fluid should flow countercurrently. 
Do not store above 40°C (104°F). Avoid excessive changes in relative humidily. 
See accompanying directions. 
Distributed by 
Bllllarlleallltcara Carporalloa 
Deerfield, ll 60015 USA 
Made in Japan 
7. 7-1-804 9313 

(N 
V\ ---::::; 

~ 

This dialyzer Is recommended for one time use only. 
Caution: Federal (USA) law restricts tllis device to sale by or on order of 
a physician. 
Warning: This device must be used on dialysis machines equipped wltll 
an ultrafiltration controller. 

A 
Tear Here 
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5M1546 
Baxter I 

CT™ Cellulose Triacetate High Efficiency Hollow Fiber Dialyzer 
Model CT•190G 
Sterile, nonpyrogenic blood path 
Sterilized by gamma irradiation. 
Do not use il tip protectors are not in place. 
Blood and dialyzing fluid should flow countercurrently. 
Do not store above 40•c (104.F). Avoid excessive changes in relative humidity. 
See accompanying directions. 
Distributed by 
Buter H11ltb~:~re CorpOJaUoa 
Dee~ield,IL 60015 USA 
Made in Japan 
7-7-1-806 9313 

w 
~ 
~ 

' r 

Thts dialyzer Is recommended for one ttme use only. 
Caution: Federal (USA) law restricts this device to sale by or on order of a physician. 
Warning: This device must be used on dialysis machines equipped with an 
ultrafiltration controller. 

.... 
Tear Here 

'l 
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II 
Baxter · 

CT™ Cellulose Triacetate Hollow Fiber Dlalyzers 
See accompanying directions for CTm Cellulose Triacetate Dialyzers. 

CT·900 CIN111:1U 350 .,. 
300 

300 

31!1 / 
261 / .J!J 

Um 

5 ~lnt 
_ __J5Q 

2tiO 
c 

I~ - ~300 
201 8 

1 ·so 
e 1so 

Wlmkl812 
~ 

100 

" 1>1 12 ... 
50 

... 

~ 12(.. "" ;r.4i" 
191 V/ 111$ 

111~ ..... 
~ hi> 1!7 

13< 13! 
100 

' ?," 

L- " 
,. ll 11 Zl 

-
~6---+.z~z--~,~-+-~~z~• ~~ • • "'" ""' 300 "" "" 

100 2'00 300 400 "" lest Solr.r!IOn flow RaliJml.Anflt) 

~ '"' !97 ""' 
IS! ~ ~ 

$ ?, 
!!13 

' 
119 

I 

100 
v ~ ,., 

1011 
1011 

} ~ 
/r30 33 "' 3< 3< 

0 
0 1011 200 300 400 500 

"'' 5.""·"'""' "'"I'"""*' I 

T tsf Solution Flow Rate tmlfmlnJ 

"" 
"' 

~ ~" 
"1213 0 m Z\16 

# 2<2 

"' '7 , .. _... 'iii" 183 193 

w ,., 

~ 93 
,,. 

y35 38 <0 40 ., 
.. 
0 100 200 3111 ""' 

TIS! Solv ... flow""' fmlAmll 

DRAFT COPY FOR REVIEW 
7 I t_j..-J.Jj 9r 

31 

l 

r 

r 

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

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



SPECIFICATIONSrPEAFOAMANCE 
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(b)(4) Schematic Drawing
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EXEL TRA TM HIGH FLUX DIAL YZERS 

MATERIAL LIST 
EXELTRA r• High Flux Oialyzers- Single Use Predicate Device 

Component Material Trade Name Additives Supplier Name & Address Material 
(b) (4)
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EXEL TRA TM HIGH FLUX DIAL YZERS 

PHYSICAL CHARACTERISTICS 

Predicate Devices 
Model Size CT-110G CT-190G 
Number of Fibers 8,400 12,100 
Effective Surface Area 1 .1 1.9 
Priming Volume 70 115 
Device Weight 130 182 
Overall LenQth (A} 265 305 
Potted Length (B) 223 263 
Effective Length (C) 208 248 
Port to Port LenQth (D} 189 229 
Dialysate Port Lenath (E) 24 24 
Dialysate Port Inner 9 9 
Diameter 
Header Outer Diameter (0F} 49.5 56.5 
Case Inner Diameter (0G} 31 37 
Case Outer Diameter (0H} 34 40 
Hollow Fiber Inner Diameter 200 200 
Hollow Fiber Wall Thickness 15 15 
Sterilization Gamma Gamma 

~-----------------A----------------------~~ 
~----------------6 ------------------~ 

1<'----------------C-------------->! 

E 

0H 

-C::: ~ \4 

Modified Device 
EXELTRA 150 EXELTRA 170 

10,300 11 ,300 
1.5 1.7 
90 105 
150 160 
287 296 
245 254 
230 239 
211 220 
26.5 26.5 

9 9 

52.5 52.5 
34 36 
37 39 

200 200 
15 15 

Gamma Gamma 

<D CASE (HOUSING) 
G) HEADER 
a> 0-RING 
@) HEADER CAP (TIP PROTECTOR) 
~ POTTING COMPOUND 
® HOLLOW FIBER 
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EXEL TRA TM HIGH FLUX DIAL YZERS 

CHEMICAL STRUCTURE 

The membrane used in the Baxter EXEL TRA TM dialyzers is manufactured using the same cellulose triacetate material as the 
previously cleared CPM dialyzer membrane. This cellulose 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 
EXEL TRATM membrane. 

!Cellulose I !Cellulose Triacetate 
CH20H OH 

_Q~o 
0-R 0 

~o~o Acetylation 

\:_~ 
R= -C-Gr~ 

II R 

a 
... a_J " I 

/ 

... a a a ... aH CH2aH 
a-R CHp-R 

...c:. 
1vs 
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EXEL TRA ™ HIGH FLUX DIAL YZERS 

MEMBRANE PRODUCTION PROCESS FLOW CHART 

(b) (4)
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EXEL TRA 150 and EXEL TRA 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. 

Thomas Hiller 
Director, Quality Assurance 
Baxter Healthcare Corporation 

J /20/os 
' Date 

 manufacturing facility in  
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 

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

(b) (4)
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lll-:i';\1(1\ll:i'il 0111/ot\LTII & Ill '\1/1N SII{\'ICI:S l'uhlic llcalth Scn·icc 

h.wd anJ Drug Adlninistratio11 

.f-ps\o-3 .·. 
From: Rcviewqr( s) - Name( s )-~-· __:G;:o_::'-l!.:__rvv>--~ _ ___,G-o~'-'"~~.:::'=-=-~"-=-----~---'-----~---

Memorandum 

Subject: 51 O(k) Number ___ .L:}('-'Q'-"-". ~_,L_-'oQ_.L_q_[____J.[__LfJ-._-· _________ _ 

To: The Record- It is my recommendation that the subject 5!0(k) Notification: 

DRefused to accept. 

DR.;guires additional information(other than n:fuse to accept). · . . 

IBfs substantially equivalent to marketed devices. Pu $1..:>\(_ ~I s, .. IU. r- ~ 
DNOT substantially equivalent to marketed devices. r~ "~ ~~~ .f.>- .S~ 

De Novo Classification Candidate? .0¥-J.;&-----B·N&~4-
Dother (e.g., exempt by regulation, not a device, duplicate, etc.) · 

Is this device subject to Postmarket Surveillance'l DYES C3"Nt 
Is this device subject to the Tracking Rcgulation'l DYES !:a'Nt 
Was clinical data necessary to support the review of this 51 O(k)? 

Is this a prescription device? 

Was this 51 O(k) reviewed by a Third Party? 

Special 5 I O(k)? 

Abbreviated 51 O(k)? Please fill out ionn on H Drive 51 Ok/boilcrs 

This 51 O(k) contains: . 

Truthful and Accurate Statement DRequested ~closed 
(rGquir d for originals received 3-14-95 and after) 

A 51 O(k) summary OR OA 510(k) statement 

DYES 

~s 
DYES 

8YEs 
DYES 

0 The required certification and summary for class Ill devices N (A-
~1e indication for use form (required for originals received 1-1-96 and after) 

Animal Tissue Source ~E&------8-·~t--

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

QNo 
D N< 

ff" Nt 

D N< 

~ 

10 No Confidentiality 0 Confidentiality for 90 days 0 Continued Coniidentia1ity exceeding 90, 

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

_0~~-__J!:ldj '18 f(_g.L _•f?C._58!DO -- ---- --~--

Rc,lcw __ l}l:__J£_~ _ __M_f)~---- ~J~,L _ _ 
(Brancl lndj . ,~ _ (Branch Corle) (Date) 

Fi1wl Review: ___ -~LA. L--2~ _ fj&_ _ _ ~ _ 
(Division Director)' ,~ (Date) 

Revised S/17!!'1<) ~-
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T 
SIO(k) "SUBSTANTIAL EQUIVALENCE" 

DECISION-MAKING PROCESS 
$f-"...SV \........s ru"' '' 
.SE:: ~~" 

9 
Descriptive lnformation 

about New or Marketed 
Device Requeste-d as Keeded 

Does New De:v1ce Have Same NO 
Indication 'Statement~__.. 

Do the Diffetences Alter the Intended 
ThcrapeutidDiagnostic/etc_ EftC.Ct YES 

(m Dectdmg, May Coostder Impact~ -l 
...: Safety and Effc'j':~ess)' 

~guivalent Determination 

NO 

Performance 
D,1ta Required 

_I 

New Device Has Same Intended 

Use and Q "Srtarally Equtvalent" . 

Does New Device I tave Sarnc 
NO G) 

New Device Has 
New Intended Use 

Technolog!ca:l Charactcrisuc:s. 
c g. Design, Matew:ils, ctc. 0 ____ ..,._ Charactcnsttcs Do the New Characteristics 

0 

o TJ AffC't_ Sa!Ct:, or~ Raise New Types of Safety XB40 
Effectiveness? or Effectiveness Qucsttons? • 

l" 
NO NO Arc the Dcscrip!1Ve 

~.-~- Charactemtics Pn.:c1sc Enough --~-~ t- 8 to Ensure Eqmvakncc" ..(--·-

Are Performance Dala Do Accepted Sctcntific 

YES l\1cthods. Extst for 
Assessing Effects of NO 

the New Ch:uactenstics" 

G !YES 

Arc Performance Data Avatlablc NO 
To Assess Effects of New 

. 8 
l~'~" .. 

G) 
Pcrfonnance D;Ha Demonstrate Perfonnance Data Demonstrate 

·~··F· . ~lT_o 
~ ) · Substalltiallr tqtnvalcnl" 

T0 ~ Determination 

''f' YES NO 

ro 0 

.;. ) IO{ll Sub1mS'1hlllS C\lmpan: ucw deqces to marhetcd dcv!e<.':S FDA rcqw:s(S add1llm:al illform<ltiDn if lite rdal10nsl11p between 
m:1rkcted and ··prcdtcmo:'" (pro:·Atncndm.:ms m n~dass1ftcd post-AmcnJmcm~l d..:v1tes ~~unclear 
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SPECIAL 51 O(k): Device Modification 
ODE Review Memorandum 

To: THE FILE RE: DOCUMENT NUMBER K030974 

This 51 O(k) submission contains information/data on modifications made to the SUBMITTER'S own Class 
II, Class Ill or Reserved Class I detice. The following items are present and acceptable(delete/add items 
as necessary): 

1. The name and 51 O(k) number of the SUBMITTER'S previously cleared device. (For a 
preamendments device, a statement to this effect has been provided.) 

2. Submitter's statement that the INDICATIONnNTENDED 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 rri' and 1. 7 rri' 
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 were met, 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 Ill Summary for Class Ill 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 
modification(s) and the comparative information between the modified and unmodified devices 
demonstrate that the fundamental scientific technology has not changed. The submitter has provided the 
design control information as specified in The New 510(k) Paradigm and on this basis, I acknowledge the 
sponsor's determination of substantial equivalent to the previously cleared (or their preamendment) 
device. 

4-(1.s (oJ 
(Date) 

See Attached Memorandum 

revised:3127198 
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MEMORANDUM 

DATE: April24, 2003 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DEVICES AND 

RADIOLOGICAL HEALTH 
OFFICE OF DEVICE EVALUATION 

FROM: Biomedical Engineer, GRDB/DRARD, HFZ-470 

SUBJECT: K030974- Baxter Healthcare Corporation 
EXEL TRA ™ 150 and EXELTRA TM 170 Dialyzers, Single Use 

Special 51 O(k) 

TO: The Record 

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

This document was submitted under the Special 51 O(k) program. Because it represents a slight J-r _j, 
change in the number of fibers, resulting in an increased surface area, it is my opinion that, 7fl 
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 51 O(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 EXEL TRA TM !50 and 170 devices are cellulose 
triacetate hollow fiber dialyzers that will be labeled for single use. Their casing and header are 
fabricated of poly carbonate and they contain silicone 0-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 
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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 EXEL TRA TM 170 CTllOG 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,Yc\? tJ,;co 
Fiber Inner Diameter, I-Illi 200 200 200 200 

Fiber Thickness, I-Illi 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/1 00 mm Hg * · 
Solute Clearances * * 

Urea 193 196 192 197 
Creatinine 186 190 177 190 
Phosphate 179 179 161 186 
Vitamin B12 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/mm. 
**Solute clearance data obtained with a dialysate oftbe following concentrations: 100 mg/dL urea, 10 mg/dL 
creatinine, 5 mEq/L phosphate, 2 mg/dL Vitamin 8 12, 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 of200 ml/min and dialysate 
flow rate of500 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 
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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 EXEL TRA TM !50 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 EXEL TRA TM 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/AAMIIIS0-11137 Method 2B. 
The sterility assurance level (SAL) will be I o·'. 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 hypovolemic. 
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 ofthe 
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. 
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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 shelflife, 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. 

, 
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BAXTER !-IEALTHCARE CORPORATION 

FACSIMILE TRANSMITTAL SHEET 

TO: PROM: 

Gema Gonzalez David Curtin 

COMPANY: DATE~ 

FDA 4/25/2003 

fAX NUMBER: TOTAL NO, OF PAGBS 1NCLU01NG COVER: 

301 594-2339 II 
PHONB NUMBE.~ SHNOBR'S REFERENCE NUMBHP.: 

301-594-1220 :<:142 NA 
RE: YOU:R. R.EFCR.li.NCE NUMBER: 

K030974/K030975 NA 

pQ. URGENT [J FOR REVIEW [J PLEASE COMMENT [J PLEASE REPLY [J PLEASE RECYCLE 

NOTF.S./COMMHNTS: 

Gem a, 

I am providing you with the infonnation you requested via voice mail on Apri124, 2003 and our phone 
conversation of April 25, 2003. Included in this FAX correspondence are revised Indications for Use 
sheets and revised draft package insem incorporating the revised indications for usc statement for both 
1<03974 and K030975. 

Rcgltrding the pressure drop information, the subject Exeltra and Exeltra Plus dialyzer& usc the same 
case, the same case length, the same fiber count, the same fiber length, the same fiber intc:rnal diameter, the 
same effective length and the same priming volume as has been previously clcaicd for slmilar models ~.c., 
fiber surface area) of Baxter's CA!-IP dialyzers under K950454 and K950522. We have attached the data 
sheets and pressure drop perform an<:<: data for the CAHP dialyzcrs cleared under those 51 O(k.) prernarket 
notification applications. The specific fiber counts for the subject dialyzers are as follows: Exclcra 150-
10,300, Exeltra 170 - 11,300, Exdtra Plus 210 - 13,000. This information was provided in the original 
510(k.)s as page 41 in K030974 and page 42 in K030975. These are also the exact same fiber counts for the 
eompl\rl\ble CAHP d.iill~e:r model~. 

All tests and acceptance criteria performed for the subject Excltra and Exdrra Plus dialyzcrs submitted 
under K03097 4 and K03097 5 arc the •arne as tho•e test• and acceptance criteria for the predicate dialyzcrs. 

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

Sincerely, 

IJ~~--~· 
David E. Curtin 

I ~ 
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K030974 

Revised Indications for Use Sheet and Revised Draft Package Insert 
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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 CDRH, Office of Device Evaluation (ODE) 

Prescription Use __ _ OR Over-The-Counter Use __ _ 
(Per 2I CPR 801.1 09) 

G:\510k\Bxeltra I 70 Single Use Dialyzers\submission\lndications for U11c Statement 

(3 
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RENRL REG RFFRIRS Fax:8474736952 

axt:er 
@EXELTRA High Flux Dialyzers 

Directions for Use 
Bax-ter cannot warrant the sterility, nonpyrogenicity, mechanical integrity or 
pertortnance of this dialyzer when reused. Deviation from described me~h.od should 
be undertakBn only under tna supervision or with the approval of a phys1c1an. See 
speci1ic data shee1 for performance characteristk:s_ 

Clull011: Federal (USA) ~w restrtcts !It is device to sale by or on order or a physician. 

Calltlon for storage 
Store at OaC to 40'"C, avoiding direct exposure to sunlight and vibrations. 

Avoid excessive changes in relative humidity. acute or chronic 

Indications ot . 
Hemodialysis with £Xi1TliA dialyzers iS Indicated tor ll"ti<nls wtttt renall>ilurs wtten 
conurvatlve therapy is judged to be inadequate. "also may ba Indicated in the 
treatment of patients lntoxica!Bd with poisons Of drugs. 
The: dl!vite ;hould be used orny on the: dlr•t.Uon of a physician. 

contra Indications 
There '" no speoial coi11Illindlca~ons lor use ot tills dialYzer lor the ttemodla!ysis 
procedure. Patients with a history of allergic reactions to Cellulose Triacetate should not 
be treated using this product. 

Allvarse Reaction& 
Patients may experience hypersensitivity (allergic) reactions during troalment. 
Symptoms and signs have included asrhma~c reactions. respira1ory arrest. prur~us, 

\caria, erythema, peripheral and facial edema, hypertension, hypote1111on, and cardiac 
1ythmla. A histoty ot allergic responses, inclUding ast~ma is an indication for careful 

on\torlng tor such signs or symptoms during treatment 
4,de effects such as h)'potension, hypertension, headache and nausea. whK:h may be 
associated with hyllQVoh!mia or hypervolemia, can usuallY be avoided by careful 
management ol the palient"s lluid, electrolYte balance. blood flow rste arid ultrafiltration 
rate. 

W\lllllngs and PntcautiDIIS 
Refer to specfflc procedures for additional warnings and precautions. 

WAIIIItllll: l1ll port•-•• proptrtln olrr-d EXELlU dlolporr mo not 
llooo ISI>bllohtd and proonses lor dlslnleclall prooodureo hiYt .. 1 bnn 
'"" .... "· lllfloctiYo ........ "' mlduol dlslnlecltllllllay ''" to an ... petltol _ ...... 

Ajr Embo!i:zm 

Air In the extracorporealcircuit during ueatmenr must b& avai&:led. If air aets into thct 
system, tne trearmsnt must twt discontinued and the blood must not be rehmltd to 
the patient. 
HyperyensiUyjtv Raaqr;oos 

n ~ rsoommonded tllaltrtatment be disContinued in any poUent exhibiting signs or 
symptoms ola hypeBensilivily roaCllon. lholllood -"''IIH Ia U. oslnoo.,.ml 
o:ln:ollal tllo tlmo Dl Do ....Uon lllould not lit rrbrmeollo tllo poll8111, 
High J?caneahjljt>c O!aNzers 

EXElJJIA diatyl<lrs must be used only in conjunction with dialysis machines equipped 
wft!1 an uttraftttratlon controller or an accurate fluid balancing system. 
usa of the EXllJllo\ dlaly;.r undtr clinical conditions 01 high tr.lnsmembrane pressure 
may resun in not ultrafiltration rates that groatly exceed the unraflltraticn rooulromeniB 
of s-ome patients, Under theH conditions, the use of sterile relnfusion fluid is 
mandatory. 

·1 . 

Rpr 25 2003 10:00 P.04 

07·19·35·506 

Dialysate Elujd 

Use of an ln·line conductivity monitor is recommended. To avofd hemolysis, dialysate 
temP'rature should never exceed 42'C (107.6'F). 
Treatrnant Prncedure 

1. Aseptk tochniaue musr be omployed. 
2. All connections •llould be thetkod tarelU\1)> beforo and dunng lrealm011t 

3. The Inlet (artorial) and outlel (Venous) air bubble traJ>S must be 314 full at all 
times. Since air may be drawn into the extraeorpornl cireutt on tt'wrnagativa 
pressura &ide of the blood pump, the use of an air bubble detector on the 
venous tine is recommended. 

4. To preserve fiber integrity, do not exceed 500 mmHo {66 kPa)1ransmembrane 
pressure. 

s. Weighing the patient before and after treatment Is recommended to verify the 
extsnt of ultrafiltration. 

6. Many dlatysis products available from other manufacturers are used wittl 
equipment or disposables from Baxter Healthcare corporation. Baxter has no 
contrOl over vartabi!it-J, tol!rtnees. mechan\r:al s.1rength or changes in these 
products which may be made from tirne to time. Therefore, Saxte:r cannot ensure 
that the dialysis products of other manufacturers, when connected with its 
products, willtunctlon in a .. ttstao!O!'f manntr. 

7. II the pationt Is urlder drug thorapy. blood levolo must be mon~ored to assure 
appropriate therapeutic levels are maintaint~d. 

set Up Pracedtllll 
Refer to Ybrnlnga and Preca~~tlons section tor addftlonal statemants. 
Do not use ~ blood port tip protector; are not in place. 
Do not use lf package has been previously opened or damaged. 
lnjtjal Ap&mb!y 

Connect tho Inlet (0/lerial) set. outlet (venous) set, monitoring lines. saline admlnlstra~on 
line. and heparin line (whero appl~able) to tho d~lysls machina arid d~ly2or, 
Air TestiM 
Although this dia~zer has been tested tor mechanlool integrilY. • rupture or leak leading 
lo blood loss can occur during treatment. Therefore. a~ leak testin9 before use. constant · 
monlloring by a blood leak detector on the dia~sate fluid line. and visual inspection of lhe 
system Is recommended. 

1. Air testing should be completed prior !Q wetting either ltle blood or dia~&ato 
sldeG of rhe dialyzer. 

2. Clamp the OUUet (venous) set below tile bubble trllp and any Other tubes 
nec!lssary to create a closed system on the venous side. 

3 Prior 10 turnina on th!! blood puMD. tnaka ~uro. t"'er'111s an D~n port thr1;1u~h 
which alt can be drawn into the inlet (arterial) set through a bacterial barrier 
such as a sterile tHesame transdUttr isolator. Turn on the b\ood pump ;~nd 
slowly increase the pressure in the extracorporaal clrtUil to 300 mmHg 
(39.9 kPa.) as measured on 1he venous pressure monHor: 

4. 1\lrn on \tie blcod pump and clamp on tile inlet (arterlaQ "' betwoon tho pump 
and the dialyzer. 

5. n a pressure drop greater than 10 mmHg within 30 ,.conds occurs. ctteck for a 
1aulty clamp or connection before assuming a dialyZer leak exists. A confirmed 
drop In pres;ure greater than 10 mmHg within 30 seconds is not acceptable and 
tho dialyzer should be replaced. 

6. Roleaoe air slowly by unolamplng tho outlet (Venous) set. Raloase clamp on tile 
in~t (arterial) set 
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K030975 

Revised Indications for Use Sheet and Revised Draft Package Insert 

i~ 
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Indications for Use Statement 

SlO(k) Number (if known): _________ _ 

Device N arne: EXEL TRA TM 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 JF NEEDED) 

Concurrence of CDRH. Office of Device Evaluation (ODE) 

Prescription Use __ _ OR Over-The-Counter Usc __ _ 
(Per 21 CPR 801.109) 

G~\510k.\Bxclua Plus 210 Single U'-C Dialyzcrs\smbmis!ilOn\lndications for U!l.c Statement 
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RENRL REG RFFRI RS Fax:8474736952 

axt:er 

@EXELTRA Plus High Flux Dialyzers 
Directions for Use 

Baxter cannot warrant the sterility. nonpyrogonlclty. mechanical Integrity or 
performance of this dialyzer when reused. Deviation from dmnbed meth_od should 
be undertaken only under the supervision or with thll i!lpproval ol a physic1an. See 
specific data sheet fer portorrnal'lce c:haracterls11cs. 

c..uuan: Federal (USA) law restricts this device to ssle by or on order o1 a ohys~lan. 

caution lor storage 
Store at 06C to 40 .. C, avoiding direct exposure to sunlight and vibrations. 

Avoid excessiVe cl'langes in relati\le humidity. acute or chronic 

Indications . t 
H@.modi:a.~$is. with EXELTU. Plu. diatyzers is. illd~ated for patltn\S W1th rtna\ lai\Urt 
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 onty on the direction of il physician. 

Contrallldl~:atlons 
Th11r11 are no special contraindications for use of this dialyzer far U1e hemodialysis 
procedure. Patients with a history of aUerglc reactions ta Cellulo~e Tf\a1:etate should not 
be tre.atad using this product. 

Adverse Reactions 
Patients may experienCe hypersensitivity (aHergic) reactions during treatment 
Symptoms and signs ~ave Included ast~matic roactions, respiratory arrast, pruritus, 

1Jcarla. erythema, peripheral and facial edema, hypertension, hypotension, 011d cardiac 
·hythm!a. A hlstO!)' of allergic responses, inclucling asthma is an indication fOr careful 

•onitoring fer such signs or sYmptoms during 1reatment. 
Side effects sue~ as hypollmston, hypertemioo, headache and nausea, which may be 
associated With hypovolemia or hypervolemia. can usuallY bo avoided by carelul 
management of the patienrs nuld, eleetro~e balanca. blood flow rate and ultraflltr;tiol'l 
rate. 

• 
Warnings and PreCIIullons 
Refer to specific procedures tor al!dilional wamings and precauliOns. 

WARIUIIG: Tlle porfanoanco proportleo of reald EXELTRA Pl .. dlolnera 
ban aOI bun -lrllod ..,d preoasooo lor dlslolocblnl proooduns hovo 
not be .. watldatod. lnofloctlto TIIIIIOYIIol rnl4uol dlllnfoctant !lOY food to 
........ palltftl ... all .... 

Air Embgl!sm 

Air In the extracorporeal clrt:lu!t during treatmsnt mus:t b.t avoidAd. If ,.;r oets into tha 
syslam, th!! treatment must bd discontinued and tt'le blood must not be returned tc 
the patient. 
HywmsensltMty Reas;tjons 

1'1 is recommended that treatment ba discontinued in any patient exhibiting signs or 
symptoms of. hypornn>ltlvity reaction. no blood CtlllliiHd Iaiiie -TJIOTIIII 
cln:uit ot lila U.. ot tile IUCIIM .a"""' 111 lie nlllllll41ollle patlm 
High PtrmgbWty Qjah.t:ym; 

EX!I.TRA Pills dialyzers must be used only in conJunction with dialysis machines 
equipped wnh an ultrafiltration controller or an accurate fluid balancing system. 

Use of the ElW1liA Plw dialyZer under clinical conditions of hi~h transmembrall8 
pressure may result In nel ultrafilbatlon rates that groatly exceed tho urtraliltr~Uon 
requirements of some patients. Under these conditions, the usa of stenle reinfuslon 
i\uid IS mandatory. 

- t -
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piamate Auid 

Ur;e of an in-r1ne conductivity monitor is recommended. To avoid hemolysis, diatysate 
tem~>tra!ure ohould never exceed 42'C (107.6'F). 
n,atmmt procedure 

1. 1\septlt \eenn\que must be employed. 
2. All connections s~ould be checked carefully befora and durino treatmont. 
3. The irM (arter~l) and outlot (venous) air bubble traps must be 3t41ull at all 

times. Since air may be drawn lrJto the extracorporeal circuit on the nega.tiw 
pressure side of the blood pump, the use of an air bubble dstec1or on the 
venous line Is recommended. 

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

5. Weighing the patient before a~~d after treatment is recommended to vettty the 
extent of uttrafiltra1ion. 

s. Many dialysis products available !rom other manufacturers are used with 
equipment or dispo .. blea from Baxter ~·a~hcare Corporation. Baxter has no 
control ovtr variability, !Oierances, mechanical strength or changes In these 
products which may be made from tiiTHIIo time. Therefore, Baxter cannot ensure 
that the dialysis products of other manutacturers, wt1en eonnecltd with Its 
produc:u, will function In a satisfactory manner. 

7. 11 the patient is under drug therapy. blood lev.ls must be monno~ to assure 
appropriate therapeutic levels are maintained. 

Sat Up Procedlml 
Reter to Wilnllllgs and PrtcautiDM section for additional statemants. 
Oo nol use it blood port tip protectors are not in place. 
Oo nol use if package has been previously open1d or damaged. 
Initial Assembly 

connect the Intel (arterial) avt, outlet (venous) set. monitoring lln88, saline administration 
line and heparin line (where applicable) lo the diaiy';is machine and d~lym. 
Air TesJinO 
Altl1ough th~ dialyz.r has b11n tasttd for mechanicallntagrily, a tup\llro or leak leading 
to blood loss can occur during treatment. Therafore, air leak testing before use. constant 
monitonno by a blood leak detector on t~e dialyssle nuld line. and visual Inspection of 
lhe syslem is rttommanded. 

1. Air testing should be comp~led prior to IY8tting either the blood or d~lysate 
sides of the dialyzer . 

2. c~mp the outlet (v.nous) set bolow the bull!llo trap and any olhor lubes 
nec~tssary to create a ctosad .system on the venous side. 

3. Prior to turnil1g on the blood DUmD, make SlUM th•re 18 an open port through 
WF'Iich air ean bo drawn ihto tha intat (arterial) sot through a badorfal barrier 
such as a star1te pressure transducer isoJator. Turn on the blood pump and 
slowly increase tile pressure in the extracorporoal cln:u~ to 300 mmHg 
(39.9 kPa) as measured on the venous pressure monitor. 

4. Turn on the blood pump and clamp off the inlet (arterial) set betwaen the pump 
and the dialyzer. 

· 5. If a pr,.sure drop greater than 10 mmHg within 30 seconds occurs. check for a 
faulty clamp or connecbon before assuming a dialyzer leak exists. A confirmed 
drop In pre.,ure greator than 10 mmHg wlt~ln 30 seconds is not acceptable and 
the dlalj>er should be replaced. 

6. Relene air slow~ by unclamping lhe outlet (venous) set Release clamp on the 
inlet (arter~l) set 
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CAHP Dialyzer Data Sheets and Pressure Drop Information 
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~,P£GIFICATIONS/P£RfORMANCE 

~731 ; ~ 
-~ ... 

~- ~ ~ ' -(....,.,) 
HciUC.. 

"""' 

lmt. 5 mL 

~ 
1i5 
Oil I - 5.1 8.1 , .. 

r!: ~ 
15milnn& 

1. a.....,.. In comotilnoo wltlllllo IMiuOIIoft sandaii!S for d;olvler 
;on""""""" callod lOr by 1he Jo;on Sooio'Y ot-Orvw. 
- CoiQiibatiOII: Tell Sotu!loll: ...,. 

Urll 1 00 m;ld~ T-IOIIJII: ill"'e 
Crutinlill 10 maid~ TIIP: 0 MMQ 
""""""" S mE~ Blood Row: 200 ml,/inln 
-... 112 2 m;ldL Dil-_, sao mlimin 

2. IJ1nftllrlllon RmS""' eec.rm;llecl usintllo .... Blood. 
HCt. ZS!I TIIP: 150 mmtiQ 

3. PrlmRIQ VOIU11111 Will dl!limlnod iiOinQ Ill NIUOO .. SoliiliOII. 

..... 
5.400 

1·· ... 
i .. 1110 

lj 3,GIXI 

i 3,01111 

i5.400 
!!I 1.01111 

0 

HoidiOO: ~ 
Polling com-. ~ 
Maldmum.........., sao mmHQ 

/' 
/ 

f -"/' 
v ./ v 

_,;" $ / 
i7A v / ~-"'/ 

7 " v ........ ~ 

~ /~ 
,.,.. 

/ 7 

~~ 
o ,. 21:10 111 a sao 

'IIWISIIIE!t18RAIIE P~USU!Il (miOIIIJ 
lpfi'Uimate Perfanaance Ctwacllrlltlcs 

~ 
~ 
'" 101 
!U 

Note: Operation of 1111 Clalyur uncer clinical conCitlons may produce dlffertnt values from those lllustratac beeaiiSe at 
tile vanables 1nvotveC in the clinical dialysis procedurt, in the cellulose diacetate membrane, and in the manufacwn~ of 
the device. Therefor~, the values given above are for approximation only. See fllrther explanato'Y malarial In the 
IN-VITRO TEST CONDITIONS section as to tile test cond~ions from which the data wen~ derived. 

Wanllng: HiQh permeability diatyzers are deftned as those devices with in-vivo ultrafiltration ratas greater 1llan 8.0 mlA!rlmmHg. 
These devices mU$1 be used on dialysis machines equipped wltn an Ullr.lfilttatlon controller. 

OlslribUted by 
( 'er Healtllc:lre CGrpandl .. 

. 1\eld, IL 60015 USA 
In Japan 

)'flight 1994, Baxt4r Healtt!care COrpomion. All nghtll resei'VId. 
7-1~2-363 
Iss. March 1994 

0018 I~ 
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PERFORMANCE COMPARISONS 
CAHP High Performance Cellulose Diacetate Hollow Fiber Dialyzers 

Model Number CAHP-110 CA-110 CAHP-130 CA-130 CAHP-150 
Code Number 5M2732 5M1732 SM2733 SM1733 5M2734 
Pressure Drop {mmHg) 

Blood Side 41 41 37 37 36 
Dialysate Side 12 12 12 12 12 

Clearances {mUmin} -

Urea (BUN) 177 172 186 179 187 
Creatinine 156 145 165 153 174 
VitaminB12 70 50 79 57 88 

Ultrafiltration Rate (mUhr/mmHg) 8.8 4.9 10.1 5.7 11.1 

Note: Performance Data reported here are In Vitro results. 

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

CA-150 
5M1734 

36 
12 

183 
162 
63 

7.1 

Ultrafiltration Rate Data reported here were determined using Bovine Blood diluted to 25% HCT with Bovine Plasma. 
Blood Flow Rate = 200 mUmin, Dialysate Flow Rate = 0 mUmin, and Transmembrane Pressure = 150 mmHg. 

;Q 
CTl z 
I> 

' 
;Q 
CTl 
G) 

I> 
'l 
'l 
I> ,_, 
;Q 
lf) 

'l 

'" X 

(j) 

-"" 
--J 
-"" --J 

"" en 
\D 
lJ1 
IV 

I> 
Ll ..., 
IV 
lJ1 

IV 
0 
0 

"" 
>---> 
0 

0 
0 

"D 

>---> 
0 

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

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



./ 

0 
0 
Gl .. 
'D -

PERFORMANCE COMPARISONS 
CAHP High Performance Cellulose Diacetate Hollow Fiber Dialyzers 

Model Number CAHP-170 CA-170 CAHP-210 CA-210 
' 

Code Number 5M2735 5M1735 5M2736 5M1736 
Pressure Drop (mmHg) 

Blood Side 35 35 32 32 
Dialysate Side 12 12 12 12 

Clearances (mUmin) I 

Urea (BUN) 192 188 194 193 
Creatinine 181 167 184 177 I 

Vitamin B12 94 69 106 82 
I 

Ultrafiltration Rale (mUhr/mmHg) 12.6 8.1 16.4 9.8 I 

Note: Performance Data reported here are In Vtlro results. 

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

Ultrafiltration Rate Data reported here were determined using Bovine Blood diluted to 25% HCT with Bovine Plasma. 
Blood Flow Rate = 200 mUmin, Dialysate Flow Rate = 0 mUmin, and Transmembrane Pressure = 150 mmHg. 
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SCREENING CHECKLIST 
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS 

510(k) Number: K030974 

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

D Special 51 O(k) Do Sections 1 and 2 

D Abbreviated SlO(k) Do Sections 1, 3 and 4 

D Traditional510(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 ..r 
Premarket Notification [510)] Manual. 
Table of Contents. ..r 
Truthful and Accurate Statement. ..r 
Device's Trade Name, Device's Classification Name and ..r 
Establishment Registration Number. 
Device Classification Regulation Number and Regulatory Status ..r 
(Class I, Class II, Class III or Unclassified). 
Proposed Labeling including the material listed on page 3-4 of the ..r 
Premarket Notification [510)] Manual. 
Statement of Indications for Use that is on a separate page in the ..r 
premarket submission. 
Substantial Equivalence Comparison, including comparisons of ..r 
the new device with the predicate in areas that are listed on page 
3-4 of the Premarket Notification [510)] Manual. 
SlO(k) Summary or SlO(k) Statement. ..r 
Description of the device (or modification of the device) including ..r 
diagrams, engineering drawings, photographs or service manuals. 
Identification of legally marketed predicate device. '' ..r 
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 807.8l {i)] 
510(k) Kit Certification*''* 

-May not be applicable for Special510(k)s. 
- Required for Class III devices, only. 
-See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the 

Convenience Kits Interim Regulatory Guidance. 
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Section 2: Required Elements for a SPECIAL 510(k) submission: 

Name and SlO(k) number the sponsor's own, unmodified 
device. 

A description of the modified device and a comparison to the 
device. 

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

device. 
A statement that the modification has not altered the fundamental 

of the device. 

a. Risk Analysis used to assess the 
impact of the modification on the device and its components, and 
the results of the 
b. Based on the Risk Analysis, an identification of the required 
verification and validation activities, including the methods or 
tests used and the criteria to be 
c. A Declaration design controls that includes 
the statements: 

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

statement 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 activities. 

Present Inadequate 
or 
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Section 3: Required Elements for an ABBREVIATED 510(k)•f 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 51 O(k) boilers on the H drive.] 
For a submission, which relies on a recognized standard without a 
declaration of conformity, a statement that the manufacturer 
intends to conform to a recognized standard and that supporting 
data will be available before marketing the device. 
For a submission, which relies on a non-recognized standard that 
has been historically accepted by FDA, a statement that the 
manufacturer intends to conform to a recognized standard and 
that supporting data will be available before marketing the device. 
For a submission, which relies on a non-recognized standard that 
has not been historically accepted by FDA, a statement that the 
manufacturer intends to conform to a recognized standard and 
that supporting data will be available before marketing the device 
and any additional information requested by the reviewer in order 
to determine substantial equivalence. 
Any additional information, which is not covered by the guidance 
document, special control, recognized standard and/ or non-
recognized standard, in order to determine substantial 
equivalence. 

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

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

b) Sterilization and expiration dating information: 
j) .. 

;,· vol" 
iii <;AT 
iv 
v) 
vi\ RTo· 
vii) rotliotion dose 

frPP 

c) Software Documentation: 

Present 

N/A 

NIA 

Inadequate 
or Missing 

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 ~es No 
Reviewer: J2 Q ~ 
Concurrence i?y Review Branch: __________ _ 

Date: ~ 2. 5' ( ...:>J 

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 I cdrh/ modact/leastburdensome.htm! 
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Internal Administrative Form 

K030974 

YES NO 
1. Did the firm request expedited review? -1' 

2. Did we grant expedited review? 
3. Have you verified that the Document is labeled Class Ill for GMP -1' 

purposes? 
4. If, not, has POS been notified? 
5. Is the product a device? -1' 

6. Is the device exempt from 510(k) by regulation or policy? -1' 

7. Is the device subject to review by CDRH? -1' 

8. Are you aware that this device has been the subject of a previous NSE -1' 

decision? 
9. If yes, does this new 51 O(k) address the NSE issue(s), (e.g., 

performance data)? 
1 O.Are you aware of the submitter being the subject of an integrity -1' 

investigation? 
U':,::,!i·•:,.•·' 11.1f, yes, consult the ODE Integrity Officer. I . 

12. Has the ODE Integrity Officer given permission to proceed with the 
review? (Blue Book Memo #191-2 and Federal Register 90N0332, 
September 1 0, 1991 . 
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