






Abbreviated 510(k, Notification
Gambro PrismaflexTM Systbm

OCT 7 - Z0O4

510(k) SUMMARY

SUBMITTER: Gambro Renal Products
10810 West Collins Avenue
Lakewood, CO 80215
USA

CONTACT: Thomas B. Dowell, Manager Regulatory Affairs
Phone: (303) 231-4094
Fax: (303) 542-5138

DATE PREPARED: April 16, 2004

DEVICE NAME: Prismaflex System
Prismaflex M60 Set
Prismaflex M100 Set

COMMON/UNUSUAL NAME: Hemodialysis System

CLASSIFICATION NAMES: High Permeability Hemodialysis System

PRODUCT CODE: KDI

CLASSIFICATION PANEL: Gastroenterology - Urology (GU)

CLASSIFICATION: Class II per 21 CFR 876.5860

PREDICATE DEVICES: Baxter Accura System K021615
B.Braun Diapact CRRT K963440
Gambro Prisma System K010805
Gambro Prisma M60/M100 Sets K032431

DEVICE DESCRIPTION:

The Prismaflex System is an acute renal failure treatment device for removal of waste
products, restoration of acid-base balance, correction of electrolyte imbalances (eg,

hyperkalemia), patient fluid balance, nutritional support, and other conditions in which

fluid removal is needed. The system consists of a control unit and a sterile disposable
extracorporeal circuit with a hemofilter/dialyzer. Prismaflex offers four Continuous Renal

Replacement Therapy (CRRT) options: Slow Continuous Ultrafiltration (SCUF),

Continuous Veno-venous Hemofiltration (CVVH), Continuous Veno-venous
Hemodialysis (CWHD), and Continuous Veno-venous Hemodiafiltration (CVVHDF)

SCUF -Provides fluid removal by ultrafiltration.
CVVH - Provides convective solute clearance by hemofiltration. Can provide net
fluid removal if desired.
CWVHD - Provides diffusive solute clearance by hemodialysis. Can provide net
fluid removal if desired.
CVVHDF - Provides solute clearance by both convection and diffusion. Can
provide net fluid removal if desired.
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The Prismaflex performs the following functions related to the administration of
supported therapies:

* Automatically loads the Gambro Cartridge blood tubing/hemofilter set.

* Primes the Gambro Cartridge set. Automatic or Manual priming may be done.

Automatic priming uses preset, cartridge-specific settings for UFR. priming volume.
and blood pump flow rate. Manual priming allows the operator to manually select

and control these priming parameters.

* Pumps blood through the blood flowpath of the Gambro Cartridge and deiivers
anticoagulant into the blood flowpath. Anticoagulant may be delivered continuously

or in bolus amounts via an anticoagulant-filled syringe loaded into the syringe pump
or via infusion using the Pre-Blood Pump infusion pump.

* Controls fluid removal from the patient. Calculates and controls the effluent pump

rate required to achieve the current patient Fluid Removal Rate set by the operator
given the settings for the dialysate and/or replacement pump flow(s).

* Delivers sterile replacement solution from pre-prepared bags.

* Pumps dialysate solution from pre-prepared bags.

* Monitors, displays, and charts treatment data.

- Monitors the system and alerts the operator to abnormal situations through alarms.

An alarm is indicated by the alarm name and appropriate control buttons appearing

on the machine display; by a red or yellow alarm light; and by an audible alarm
(beeping sound).

* Provides automatic rinseback of blood in the Gambro Cartridge, if desired. If

enabled, Auto Rinseback controls the blood pump rate and saline volume pumped,
according to preset values. Manual Rinseback can also return blood, where the

operator controls the blood pump and saline volume.

* Records patient prescription data on a removable storage media.

INDICATIONS FOR USE:

The Prismaflex is indicated for the following use:

* Continuous solute and/or fluid removal in patients with acute renal failure or fluid
overload

All treatments administered by the Prismaflex must be prescribed by a physician.

TECHNOLOGICAL CHARACTERISTICS:

The Prismaflex is similar to the cited predicate devices in the ranges for fluid flow rates,
patient fluid balance rates, operating pressures, and anticoagulation. Operation of the

device and the cited predicates is similar. The number of scales and pumps included in

the design varies from device to device, but the resulting performance capabilities are
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similar. With respect to the original Prisma, Prismaflex incorporates an additional scale

and an additional pump supporting enhanced replacement solution flexibility.

SUMMARY OF NON-CLINICAL TESTS and CONCLUSION:

The Prismaflex was verified & validated by thorough testing to the design specifications.

The results of the testing demonstrate that Prismaflex meets the requirements.
Additional certification to the following consensus standards was conducted through 3 Id

party assessments:

* IEC 60601-1 (+ amendments 1 & 2)
* IEC 60601-1-1
* IEC 60601-1-2
* IEC 60601-1-4
* IEC 60601-2-16
* IEC 14971:2000
* ISO/IEC 12207

The Prismaflex M60/M100 disposable cartridge sets were tested to and met the

requirements of ISO 10993-1 Biological Evaluation of Medical Devices, Part I1
Evaluation and Testing. Further, the sets were tested to and met the AAMI/ISO 1135

Validation and Routine Control of Ethylene Oxide Sterilization. Results of these tests and

in-vitro performance tests for the system demonstrate suitability for the intended use.

SUMMARY OF CLINICAL TESTS and CONCLUSION:

Not applicable
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