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: GENERAL INFORMATION

ndications: Hemofiow dialyzers are designed for acute and chronic hemodialysis

: methods described or referenced in this package insert. Each reprocessed
- hemodialyzer shall be used for only one patient.

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

W00=n_.mm:&nmﬂo=m" Specific contraindications for the dialyzer are unknown.

i Generally, the contraindications for hemodialysis are applicable. The dialyzer should

o

- only be used as directed by a physician.

Warning: Hypochlorite-based germicides should not be used for disinfection of
: the reprocessed dialyzer. Bleach should not be used as a blood path cleaning
; agent with F80A dialyzers unless Glutaraldehyde is used as the germicide.

Precautions: In the event of a blood leak during dialysis, the health care provider
should respond according to the facility’s established protocol.

Warning: Air entering the extracorporeal circuit during dialysis can result in
serious injury or death. Check the integrity of all blood lines prior to the
initiation of dialysis and periodically during the treatment. The venous return
line or drip chamber should be continuously monitored with an air detector.

Warning: Due to the high water flux capability of dialyzer membrane with an

. ultrafiltration coefficient (Kuf) = 8 mb/hrimmhg, it is necessary to use such :

; dialyzers only in conjunction with dialysis machines that are equipped with
. precise uitrafiltration control. Dialyzer modeis-F80B-and F80A must only be
. used with such UF control machines. In any case, the safety instructions of the
: manufacturer of the hemodialysis machine must be foliowed.

' The user is cautioned to regularly monitor the patient's chemistry values using

| quantitative measurements and analysis to insure that the expected therapy is

. delivered. The clinical parameters monitored should, at least, include: urea,

- hematocrit, and serum albumin.

Dialyzers may leak, resulting in patient blood loss or contamination with dialysate.

i Each reprocessed dialyzer should be subjected to an air pressure leak test prior to use
: on a patient. Significant blood loss may require blood transfusion at the discretion of

! the physician.

R

and are appropriate for single and multiple use when reprocessed utilizing the :

CERFH AARASESLAAB OB AP UNEL N LAY E -

CHBSHE © AR T MR AR AR
BT RIRBRAE

D RE

EAAMFEAZFALTRRTAR AR R REN > SSERPEREA -8
BAREERGT FRAZRRBETAMBERBEOT E-ARA—KE SR RIEA |

BB ALTRALFBHOBEE - BB EE SRR ATE
BAGEEAETTER - |
RAHBEAREHARANALERBEAETENEEEE - RADFEAS

FB0A FAMA T FRey o RS H A - BRIFERANBAELREH -

FRE > BEARRERBABABLERTRE
4 sk - :

L EMBRT  FERBAMIMEETHRIRBRERGRER T - BHABIR
BAH aRBHEGTEN B BETLRERHMAARS - BREAFBRAE
BEEHSEAZRAREESE -

R BEARE

B anBABEASAERS (LR 2H(Kuf)Z8mlhrimmhg) » #5 A T 5528 8
SR ARERBELMOENRELEE - UTEEHALTR L ER AL B G EE
HERTNERBRELER » £45F80B F80A - SRR B HM AR BHEE |
AR RESESE A FEE

RELFEEL  EREEF I EERE

2R EEMEBER WA RAYSR
SRS E DR EERE - S Efudm

\Mn@%um o

c REEREGALEEA

a%_tw\/\d.* TR ER Y BATAE K -

%fmw.ﬂav& uw %Qm




N

facy

s WERRHREREWHIWWE TY BERER, 0vC ueSUNd @ 8U} 10} pajuBLEm Si JoZAfBIpOWaY By} jo Alubsiul [BINjonRS "SUOISUUD apis poo|q |je ¢

s WHHYHEBEHEHEHRIYHE TYHFLA TR Y @ jo)onbluyse) ondese asny “Aem Aue ui pabewep si JazAeIp au) i 9sn jou o “seb apixo :

: ! auglAyle ypm pazijliels si JozAlelp syl "pabewepun pue soeid ul aie sdes uod poolq |
B YL TR SEMENY WETYOTELHLER0VERG IO E o
. (1.98—1F) DOEG: HELFHEE o

CEWEE T Jo Aupgisucdsal sy} 2.2 UCHRJISIUILUPE JO 9POoW Suj pue uuedsy jo obesop ay) ‘sisAjelp :

. L . . . Buungy uonduosaid oy} pesoxs Jou ssop pasaallep aq 0] uuedsy 0 JUnowe B30} Ju} :
B AR  FEPHNEEHHIE c BEH - O : : :
L ) X W [ et . o jeu) ased Bupje) paziuuedsy aq Aew unolo j2a10diooeXa ay] ‘UCHIPPE U| "UCKeNDIID
WL MWk WS TY U  ERBUATTHEARATVF - 5 [easodiooenxs BuluuiBaq aiojaq sanuiw § 0} € Joj Sjenaud 0} uueday ey} Buimoje

UEEFTEEYHLATY Y bUBYTHESFURRERETERT  BRFH/RY (g poguueday Aleonusishs aq juoned sy} Jey} pepuswiwIodal sI } suoneziuueday

cEHWHHMEEEME TY BWY 0L

S BMETY  LH L RE

: MY Y B RET c THEETER YRS EY
BN U BRCYTHRFYEWNGOENETER VENEPTRHYST
CH e UYFWWEWY L GEFWHBTEFTE TR N ;
- Jo [eguajod ajuabouoled 8y} sieljsUOWSP 0 Alessooou §)s8) Jo Ausyeq aje|dwod ay] |
© -ueisfyd B Aq apew aq isnuwi Juanjed sy} 0] pooly Sy} LINRI O} UOISIDap Sy "palelil
R EWERYLWGEYET DAY E TYWE c IR TE R EY A% Y g snw m:M_Humm: anoejAydeue 1o} Adesay} suy Mum._c .mmemmmmm w:m umnc::oowﬁ
: M £ Dy e - . e - © aq 1snw sIsA|Ep ‘suofoeal aianads UlIAA UoNPEal AJANISUSSIa e Bupgiyxe wsned :
HW - EWAT XL LW - LRUWYBREIETR T ETHT  BUHEY >mmﬁ uc Emm%v me: mw jou pinoys _._mﬂ,»u m_:wuho w._mNM_m_n_ .w:o_Mmm: Lﬂyﬁm:mﬂw_mm\f
10 Buwoyuow |nyaies Jo} uonesipur ue S| salbioe Jo Aolsly vy jusuean !

 ERRES DY IRE YYEHFEYLMGEFOH S BWERUTUT | WY@ | gsfppowsy Buunp noso Aew suonsess AyanisussiodAy sases alel Ul :S3oaye apIS -

(U EYREF RNAYTEY LS WYKL SONY B HE ¥ B Y F L

UTE - WETYETHEANHIYERT Y THEY YRR T By

WU FHHER R W

SapIsiuBhb ¢

Mummmn pIOB 2183BIad SI 4,0 IM8IsUnd 'seppiwiab sseyl jo Aue Buisn usym :
| pamojjo) 99 PINOYS SUCHONIISUI S JaINjOBINUBW 31 pue ‘slozA[eIpowsy JO UONIBJUISIP :
| 8y} J0j popusjul SOPIOILISD [BDJOWILOD Bie 9JRIUSDUOD ,, OFE 1USISUNd :DION :

"SUOTINJISUL $ Janpenuew apioulsb

2y} 0} Buipioooe palois a9 {eys UoNNOS ,, OFE [USISUNG Yim paosuisip siezdjeiq -

"SLOONIISU S Jaunjaenuew apomusb

oy} o Buipiosoe pelols aq jleys opAuspeieIn|D UNM papajuisip siezA[EIq

‘passaooidal

. 9q isnwW s1azAEIp suj SAep ¢ JAYY 'SABp (F JO WNWIXEW B 10} Paiojs aq Aew

EEREEHEOREEY  OvE UOSUNd - HH R BN EWHT SN  SEN . 9pAUSPIEWLIO} %0y YIM IO O,07 @ SPAYSPIBLLICS %G | UIM pSjosjuisip sidzAlelq  «

BRI Y FREWATYRT WY  EBWH B REY | Ove osUnd : FR

‘(4. 98 PUE L¥) D, 0§ pue G usamiag :ob6e10)S popuswILIodDy -« |

‘papalp se pasedald usym Ajuo asn jsay

au 11 owabBolAd-uou pue ajus)s si Aemuyied poolq JazAlelp sy :oiuabolAd-uoNe|Ea1S

‘AenBai paxoayo oq pinoys awn uonenbeos ay | ‘ueoisAyd Suipuene aul

(lenusiod |
oluabejnu jo uonedpu; ou) aanebau sem ) pue pauuopad sem |enuajod ouebeinw
10} ‘Aesse SOy oyl -pauuopad useq jou sey bBuisssooudes soye (eusiew By

‘sisAeIp JOYS 10} PSpUSLLILLIODS]

, 1 SjesA[EIp 9)EUDQJEDIq [0 8sn oy "sISAjelp Jo} spiepuels (YY) s.uchejusngsyy
R WD wHUTEN NWY) SEXTNEVER SN TR NE T

[EDIPSN JO JUSLISIUBAPY SU} JO} UOREIDOSSY Ul Jostu Isnw ajesfelp sy :9jesAjelq |




' Dialyzer reuse: Reuse of these devices is a clinical decision. The Medical Director is

: responsible for the choice to reuse dialyzers and the procedures and safety of the reuse
: prograrm. If dialyzer reuse is chosen, dialyzers must be reused in a carefully monitored

: program that compiies with the AAM! Recommended Practice for the Reuse of

. Hemodialyzers, Centers for Medicare and Medicaid Services (CMS) requirements and

- other applicable Federal, State and local laws and regulations. Reprocessed dialyzers

. should not be used on patients with sepsis, excessive clotting problems, or known

. hypersensitivity. Follow recommendations of the Centers for Disease Controt regarding

: reuse practices and the reuse of dialyzers on patients with hepatitis or HIV.

' Follow universal precautions when handling used dialyzers.

- Warning: The choice of cleaning agents, germicides, processing conditions, and

- reprocessing protocol must be carefully selected to avoid significant degradation of |
 #I(20.06%) % Puristerit 340™iig (>1.0%) - £ REFMHFMAR > TRAFALT |
RO FEEEEH |

. the dialyzer components. Certain sanitizing agents used for exterior cleaning, such
: as quaternary ammonium compounds, phenol-containing compounds, bleach

. {20.06%)} or Puristeril 340™ solution (> 1.0%) may damage the plastic components

¢ when exposed for exiended periods of time.

Warning: Pyrogenic reactions may occur with reused dialyzers. The water used to
. reprocess the dialyzer must meet AAMI standards for water for dialyzer
reprocessing.

. Dialyzers may clot after a variable number of uses. Any dialyzer that does not retain at

- least 80% of its original total cell volume (TCV) should be discarded. It is recommended

! that the original TCV be determined for each dialyzer prior to use.

- In rare cases, dialysate may channel, resulting in reduced clearance. This condition is not
 identified by the TCV test.

! Follow AAMI standards and the germicide manufacturer's instructions to assure that the

: disinfection process was carried out as intended.

: Warning: Any chemical germicide in the diaiyzer must be rinsed out prior to clinical
* use of the dialyzer.

The concentration of residual germicide must be measured and determined to be

. atest that is intended for measurement of residual levels of the germicide. Follow the

- instructions of the residual test manufacturer. Germicide concentration may increase

. (rebound) if the rinsing process is interrupted prior to connection to the patient. Additional
: rinsing and residual retesting are required in this event. Discard the prime solution when

: starting blood flow through the dialyzer. If the prime sofution must be given to the patient
. for volume enhancement, replace the fluid in the circuit with fresh saline just before

. attachment to the patient. It is the responsibility of the medical director to assure that the
. residual levels of the germicide are acceptable.

CALEROERERE  AFAARCACEER R L SR LT 55D E (The |
- Medical Director) & ¥R EAFTARBEAALTE  UASHARAFES S BoRD |
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- PREPARATION FOR DIALYSIS — FORMALDEHYDE OR GLUTARALDEHYDE
. FILLED DIALYZERS

Note: Refer to the manufacturer's instructions for the dialysate delivery machine.

- If the dialysate delivery system was chemically disinfected or sterilized prior to | ®

: patient use, be sure to test the dialysis machine for the absence of germicide residuals
. with a {est intended for this application, according to the manufacturers’ instructions. |
i » Check the dialyzer and label. Verify that the dialyzer is properly capped and has |
. been filled with the dialyzer disinfecting solution. Verify that the correct dialyzer has !
- been selected for the patient.
.+ Place the dizlyzer in a vertical position.

. = Instali the arterial and vencus bloadlines on the hemodialysis machine.

»  Verify that the dialysate is at the conductivity required by the prescribing physician ®

: with a calibrated externai conductivity meter. To identify situations where the acetate |
- or acid and bicarbonate concentrates are not properly matched, use pH paper or a !
. meter to verify that the approximate pH is in the physioclogic range.
= Connect the dialysate lines to the dialyzer and establish dialysate flow (> 500 !
: mL/min). Place the dialyzer so that the dialysate flow is upward and all the air bubbles |
. are flushed from the dialysate compartment. This step must precede the attachment of .
* the bloodiines and priming of the bloodside of the dialyzer. Verify that dialysate is :
: flowing through the dialyzer.
= If a heparin pump is to be used, fill the heparin syringe with the prescribed |
' medication and prime the heparin infusion line fo the arterial line. Clamp the infusion :
" line as close as possible to the arterial line. m
i = Spike a 1 liter bag of 0.9% sterile normal saline with a clamped IV administration :
: set. :
.+ Attach the IV administration set to the patient end of the arterial bloodline. :
C e Aseptically prime the arterial line with saline. If not already done, insert the blood
: pump segment into the blood pump. Connect the arterial and venous lines to the |
- dialyzer only after the dialysate side has flushed for a couple of minutes. Connect the
. arterial and venous drip chamber monitor lines o the machine with new transducer °
- protectors.
: * Rotate the dialyzer so that the arterial end is down and the venous end is up. .
: Flush 500 mL of sterile saline through the blood side of dialyzer at a flow rate of 150
: mL/min. Adjust the fluid levels in the drip chambers. Insure the monitor lines are :
. cleared of any fiuid. Fluid contamination of the transducer protectors can cause false |
. pressure readings. :
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| PREPARATION FOR DIALYSIS - Puristerif 340™

residuals with a test intended for this application, according to the manufacturers’
instructions.

'+ Check the dialyzer and label. Verify that the dialyzer has been filled with germicide .
: solution for the period specified by the manufacturer. Verify that the correct :

” dialyzer has been selected for the patient.
fe  Place the dialyzer in a vertical position.
.= Install the arterial and venous bloodlines on the hemodialysis machine.

Note: Refer to the manufacturer’s instructions for the dialysate delivery machine.

paper or a meter to verify that the approximate pH is in the physiclogic range.

Check the dialyzer for presence of germicide according to the @mzanamm

manufacturer's instructions.

« If @ heparin pump is to be used, aseptically fill the heparin syringe with the

prescribed medication and prime the heparin infusion line to the arterial line.
Clamp the infusion line as close as possible to the arterial line.

< Aseptically prime the arterial line with saline. Connect the arterial and venous lines
: to the dialyzer. Clamp and connect the arterial and venous drip chamber monitor

lines to the machine with new transducer protectors.

< With the arterial end down and the venous end up, flush about 500 mL of sterile

saline through the blood side of dialyzer at a flow rate of about 150 mL/min.

< Clamp the saline administration line. Connect the dialysate lines to the dialyzer
: and establish dialysate flow (> 500 mL/min). Rotate the dialyzer so that the :
dialysate flow is upward and all the air bubbles are flushed from the dialysate !

compartment.

+  When the dialysate side is filled, again, rotate the dialyzer so that the blood side

flow will be upward (arterial blood port on the bottom).

.= Connect the arterial and venous blood lines together and recirculate the blood
! side at a high rate (400 - 500 ml./min). Alternately clamp and unclamp the venous :
line (below the drip chamber) to flush all remaining bubbles from the fibers (do not :

exceed 500 mmHg venous pressure).

«  Unclamp the arterial and venous monitor lines and set an ultrafiltration rate of
“ about 2 liters/hour and turn the UF on. Be sure there is sufficient sterile saline left -

in the bag. When the TMP begins to rise, unclamp the saline administration line.

e
“ o Verify that the dialysate is at the conductivity required by the prescribing physician |
with a calibrated external conductivity meter. To identify situations where the |
acetate or acid and bicarbonate concentrates are not properly matched, use pH ;

"# 4 B —Puristeril 340 S £ E RHE GO AL TR
:» If the dialysate delivery system was chemically disinfected or sterilized prior to |
patient use, be sure to test the dialysis machine for the absence of germicide .
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Turn off the blood pump and clamp the venous bloodline.

Aseptically attach the patient end of the venous bloodline to the patient’s venous access.
Open the clamp to the venous access.

Unciamp the venous bloodline and set the blood flow to the prescribed rate. Rotate the
dialyzer so that the venous end is downward.

Set the prescribed ultrafiltration rate. A minimum ultrafiltration rate of 300 mL/hr during
dialysis treatment is recommended with Fresenius Hemoflow High Flux dialyzers.

UCW.ZQ DIALYSIS TREATMENT

If a blood ieak should occur during the freatment, the decision to attempt to allow the
leak to clot off by reducing the biood flow and ultrafiliration rate fo minimum values is a
clinical decision. The decision whether or not to return the blood to the patient must be
made by a medical professional.

Alr entering the extracorporeal circuit during dialysis may be very serious and should be
avoided. A routine check of all connections prior fo initiation of dialysis and periodically
throughout the treatment is recommended. Constant monitoring of the venous return line
with an air detector is essential. Should air get into the venous line during treatment, the
dialysis freatment must be discontinued without returning any of the patient’s blocd that
is mixed with air.

All blood tubing connections must be checked for security or obstruction to prevent
damage or loss of biood or entry of air. Dialysate circuit leaks allowing air entry or fuid :

loss may cause significant ultrafiltration errors.

TERMINATION OF DIALYSIS TREATMENT f
When the dialysis treatment is completed, turn the blood flow rate to zero and UF rate to ;

recommended minimum.
Clamp arierial bloodline and asepticaily disconnect from the patient’s arterial access.

Using the blood pump, rinse the patient’s blood back using sterile 0.9% saline solution at :

a siow rate. Do not aliow air to enter the extracorporeal circuit.
Once the blood has been retumed, tum the blood pump flow rate to zero.
Clamp the venous bloodiine.

the patient’'s access.

If the dialyzer is to be discarded, place the extracorporeal circuit in an appropriate
biohazard waste receptacle. References: 29CFR 1910.145, 1910.1030 AOon_m o_“
Federat Regulations) and appropriate state or local codes.

If the dialyzer is to be reused, infuse any remaining heparin and recirculate for 1 to N

minutes. After recirculation, cap the blood and dialysate ports being sure to keep both :
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compartments full of fluid. insure that the dialyzer is marked in indelible ink with the

patient’s name. Pre-clean and reprocess the dialyzer as soon as possible or refrigeraie.
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: Warning: Dialyzers which will be disinfected using 4% Formaldehyde and 0.8%
. Glutaraldehyde should be reprocessed with specific machine. Dialyzers which will |
. be disinfected using Peracetic acid shouid be reprocessed with the Renatron®
. machine. Dialyzers which will be disinfected using 1.5% formaldehyde should be !
. reprocessed with specific machine and heated to 40°C in an incubater with the |
" foliowing characteristics: :

Use an incubator capabie of delivering 45°C +/- 4°C for 24 hours.

procedure. When cleaning the dialyzer, pressures should not exceed 750 mmHg.

mmHg and negative pressures should not exceed 725 mmHg.
performance and membrane integrity prior to disinfection.

parameters.

in vitro Ultrafiltration test results may not be used to establish TMP treatment

As much residual blood as possible should be removed during the reprocessing

Reverse ultrafiliration may aiso be used to aid in the removal of residual blood from the
dialyzer. if reverse ultrafiltration is used, positive pressures should not exceed 750

Reprocessed dialyzers must always be tested according to the AAM! guidelines for m

A total cell volume (TCV) test must be performed each time the dialyzer is reprocessed

to insure it has at least 80% of its originai volume. Dialyzers with less than 80% of .
original volume should not be used. For dialyzers with a high coefficient of ultrafiltration :
(Kuf > 8), when performing the TCV test by blowing out the blood compartment, the .
dialysate compartment must be filled with water and sealed to prevent fluid transfer from -

the blood to dialysate compartment.

to disinfection.

A membrane integrity test must be performed each time the dialyzer is reprocessed prior

Bleach and Puristeril 340™ solution may be used as cleaning agents a::.:mm

reprocessing. If cleaning agents are used, dialyzer performance may be altered. See |

dialyzer performance characteristic information,

exceed 1.0%.

If bleach is used as the cleaning agent, the concentration in the dialyzer should not

if Puristerii 340™ solution is used as cleaning agents the concentration in the dialyzer

should not exceed 2.0%. Puristeril 340™ solution may only be used as a cleaning agent

if Puristeril 340™ solution is used as the dialyzer germicide.

: REUSE DIALYZER LABELING
: « All reused dialyzers must be labeled according to the AAMI guidelines, each time they |

are reprocessed. These reprocessing labels must not obscure the manufacturer's label.

BEEEERAOALTER
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BL GRAN TR 0BYA—HIFHATTREERALHABSETRR
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750mmHg - “
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Bw. 10:32
- in “S.__B spKt'V and URR of Dialyzers Reprocessed ALBRARAAL, S \m. w i =) /._,.
- s o e/, & =0, ) ﬁ—.ﬂ%%ﬂcww .,\J .W:.\q...%.a 2\
s:”_.... 0.75% Bleach / 4.0% Formaldehyde (URR %) i o.qm_ﬁﬁm*ﬁh.oﬁ%ﬁmmﬁ ww f..v.. J &m..ﬁq |
e 0 1 use 5 use 15 use (URR=%) A / )
FS0B LY _ 0 | 1xem | RER % 45 &m\@
pKtvV 1.58 1.63 1.60 1.59 FS80B \ et
73 74 73 spKtV ~ \{ 1.58 1.63 1.60 .59
URR 73 74 73 7/ 78
IERGBARNR, P2RREAHFFE
2 0.75% 2 a#H14.0% FRERE
(B2 M = ml/min)
0 \L 1k4ER EREA 15 k4R
F80B 23 N 30 /39 57
In vivo Pre and Post Serum Alb f Dialyzers Reprocessed with
0.75% Bleach / 4.0% Farmaldghyde (Albumin=g/dl) AT B R 8 Rk, NaasEalrE
LOTS%EZa 4.0 TFREAE
T 0 5 use 15 use ﬁb_—u_.:.—.—. Im__—ﬂ_u
Pre Serum 3.89 3.91 3.65 s S \A\@mﬁm// ki Lk
Post Serum 4.40 426 4.05 e 389 \ 201 // 391 365
1% dn 4.40 424 \ 4.26 4.05
IN VIVO RESULTS 4.0% FGRMALDEHYDE
BARRER  4.0% Fit

ultiple reprocessing
trafiltration control

in vivo Kuf for all study’dialyzers increased when exposed to
with 0.75% Bleach //4.0% Formaldehyde. The use of volume

i . : R aA.0%e FEEBREGALTR A AL TR Kuf
dialysis equipmenj/is mandatory when these dialyzers are reused.

FHHERLARBAESHITRAENKRE

$REMER R 0.75%
BARRMES A T L REFRER -

In vivo spKi\//and URR were unchanged with multiple exposure to the reprocessing

procedure. Beta2-Microglobulin increased significantly with the F80B dialyzers with AL PIRIRA sp a¢<%n URR #4885 Hm.nmk% F80B A AT H & Z REARA 0.75%
multiple e%posure to the 0.75% Bleach / 4.0% Formaldehyde reprocessing pracedure ~ #R G#A. 0% FHE AL R » L B2 MARZ G RAGRAEABNL A MARALT
indicatiig a slight increase in hydraulic permeability and higher middle molecule B 3 7R A 38 35 M A A A H.m.&.v ¥ TESMTEABRSOERFTE - AR

remgVal rates. There was no change in serum albumin levels for any of AR ATTE  EnfaEaRE S &% .

odialyzers tested.
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% Bleach / 1.5% _uo:.:l d -_..<Qm @ 40°C reprocessing
ty and higher middle
for any of the

multiple exposure to the 0
procedure indicatinga m__m:ﬁ increase in hydraulic permeab
molecule removal rates. There was no change in serum albumin leéve
hemodidlyzers tested.

SUMMARY OF IN VITRO TESTING METHODS

GLUTARALDEHYDE

In vitro testing of Fresenius Hemoflow Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. Where possible, three
dialyzers from each of three different manufacturing lots were tested. Dialyzers were
reprocessed a total of 15 times with the 0.75% Bleach / 0.8% Glutaraldehyde

reprocessing procedure. Dialyzers were not exposed to blood between
reprocessings. Dialyzers were stored for 24 hours before the subsequent
reprocessing. Dialyzers were tested for in vitro Kuf using fresh whole beef blood and
aqueous solute clearance using urea, creatinine and Vitamin By, as the solute
markers.

In vitro Ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde Using Fresh Whole Beef Blood

(Kuf=mL/hr/fmmHg)
0 1 use 5 use 15 use
[ FsoA | 50 [ 47 [ 3 | 33 |

Aqueous In vifro Urea Clearance of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde (mL/min)

QB 0 1 use S5use 15use
200 183 180 180 185
300 246 251 249 248
F8OA 00 [ 284 | 205 | 200 | 293
500 306 321 322 319

PR a £ 0 1.5%8 FaL » 40°C \x

%m#: 5% ¥ 8 4070 54

ZREHEA L 0.758 A=
ZERMEA 0 BRAEALA

# Kuf iAot ok
Hs e

B 5 KRB 0.75%
GRS Ao BTEA

T 24 - F80B %
£ B2 $43k & B A IR
A = 6

#1 A sp KUV #o URR 89 &7
g2 ai.5% FEA0TC A RERE

wa@mﬁ%% FR MW EEHTELSTFEAHET R

BT ATTH  EofaTaRET &L -

% - AR

BRR Iy > o8

FHAMFRRR LS Q>HW§3ﬁ»_,%_ﬂ GikdE T EAER AT FEAZ IS TR
P ARG B A R EAT o B TAME  KZBERE L EiR g B =8 AT TR
Ewﬁ ALFHALTHT 15 RGO BREBRE - A4 A 0.75%% 94/0.8%4 ik =88

FAERE - ARRBAEZMN  ALFMTHEEEZ LR - BREEZZE - £BR

\M%Na AT BB BN 24 05 o AT TR S eh Kuf RlME A 3 ey 4
2o BE S NLEEET - EAEE B g £ B12 5B TR ANAT FHEMAEIRE
ERMR

AT BRI RIS - RBE A H - Kuf
2 0.75% 2 a#/0.8%e R —RERE  FANE N F2 M

( Kuf=ml/hr/mmHg )
0 1=k4ER 5=k A 15 R4ER
F80A 50 47 36 33

AL Bty mibpeE  KBEREEREE
L 0.75% 2 A% 0.8% K — B ERE

{ml/min)
QB 0 1R4ER 5 RER 15 RER
F80A 200 183 180 180 185
300 246 251 249 248
400 284 295 292 293
500 306 321 322 318
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In vivo ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Gilutaraldehyde (Kuf=mL/hr/mmHg)

0 1 use

5 use

15 use

[Feoa | 73 ] s | 67 | 7 |

in vivo spKt/V and URR of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde (URR=%)

spKt/V
URR 66 67 64 63

In vivo Beta2-Microgiobulin Ciearance of Dialyzers Reprocessed
with 0.75% Bieach / 0.8% Glutaraidehyde (B2M=mL/min)

0 1 use

5 use

15use
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in vivo Pre and Post Serum Albumin Levels of Dialyzers
Reprocessed with 0.75% Bleach / 0.8% Gluiaraldehyde (Albumin=g/dL}

F80A
Pre Serum
Post Serum

IN VIVO RESULTS GLUTARALDEHYDE

in vivo Kuf (mL/hr/mmHg) was unchanged in high flux hemodialyzers when exposed
fo multiple reprocessing with 0.75% Bleach / 0.8% Glutaraldehyde.

in vivo spKt/VV and URR were unchanged with multiple exposures to the reprocessing
procedure. BetaZ-Microglobulin increased significanily with the F8CA dialyzers with
muitiple exposures fo the 0.75% Bleach / 0.8% Glutaraldehyde reprocessing
procedure. There was no change in serum albumin levels for any of the
hemodialyzers tested.
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AT B BiBK AR - Kuf
5t 0.75%;:E @ #r/0.8% 80 /5~ B R T
( Kuf=mlhr/mmHg)

0 14 H 5 k48 H 15 k& A
F80A 73 69 67 71
AL BEAE RN > sp KUV & URR
B4 0.75%3% & #r10.8% &4 /% =8
(URR=%)

_ 0 | 1%k#m | 5k@#EA | 15k#RH
F80A
spKt/V 1,31 1.33 1.26 1.20
URR 66 67 64 63

ATFRHBARNE  P2HEEAHEFE
2L 0.75%:% & #r/0.8% 8 % — B B A 3F
(B2 M = ml/min)
0 148 SREH 15 R4ER
F80A 39 36 45 47
ALFHABARE  RENELEOFGRE
X 0.75% 2 G 0.8% M A8 ARE
( Albumin=g/di)

_ 0 | 1xiem | S5k#A | 15kEHA
F80A
A 3.80 3.72 3.66 374
%k 4.30 4.11 425 428
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BREOATTRAERZAL
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Agueous /n vitro Vitamin B4, Clearance of Dialyzers Reprocessed with
3.5% Peracetic Acid (mL/min)

QB 0 1 use S5use 15use
200 116 124 125 135
F80A 300 134 141 144 159
400 148 153 156 169
500 159 163 165 176

IN VITRO RESULTS PERACETIC ACID

In vitro Kuf was decreased in high flux hemodialyzers with multiple exposures to
Peracetic acid reprocessing. Urea, creatinine, and Vitamin B, increased for some
study hemodialyzers.

SUMMARY OF IN VIVO TESTING METHODS
PERACETIC ACID

In vivo testing of Fresenius Hemoflow Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. At least 12 patients
were started in the study that utilized F80A high flux dialyzers. Clinical testing of the
FB80A dialyzer was performed with 16 patients (9 males, 7 females), average age 50,
average blood flow of 378 mL/min and average dialysis time of 3.04 hours. /In vivo
Kuf for the different hemodialyzers were calculated from pressure determinations
available from the Fresenius 2008H hemodialysis machine. Blood samples were
taken at predetermined times pre and post dialysis session on the 0, 1, 5 and 15th
reuse. Blood samples were analyzed for urea, albumin and Beta2-Microglobulin
(B2M for high flux hemodialyzers only). Equilibrated single pocl Kt/V urea (spKi/V),
urea reduction ratio, (URR = %) and pre/post serum albumin values were calculated.

In vivo Ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed
with 3.5% Peracetic Acid

(Kuf=mL/hr/mmHg)
0 1 use 5 use 15 use
| F80A | 51 | 47 | 47 | 44 |

In vivo spKt/V and URR of Dialyzers Reprocessed
with 3.5% Peracetic Acid (URR=%)

0 1 use 5 use 15 use
FS0A
spKt/V 1.62 1.56 1.54 1.69
URR 70 70 70 66
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ALBRABIAE 4 F BI2AKEREFF

W 3.5% e BEEERE
( ml/fmin)
QB 0 1%4ER 5k&R 15 k4 A
F80A 200 116 124 125 135
300 134 141 144 159
400 148 153 156 169
500 159 163 165 176

RO RER - BEHR

SREREAUNESHEBAENALER > BAFATER Kuf HAMERE - $2E

HER%G > FEAFEHATTRE  AE - BLES BF Fo 4 2 3 BA2 & Bioh 58 fu o
BARRI A BEE

BAAMABAZIATTRARANR  G&R T EEAERATTRAZRETRIE
AR A0 BRI IR AT o IR AT FHEA & E e FBO0A - AT Soeh &
EABELEEE 12 % - FBOA AT FREFRAR  £5 16 28558519
%0 T 8) FHEESS50E > FHaiks 378mlimin o FiHE 4R A 3.04 )
B o R B AT H ey Kuf 28 pginl3tia - ZARIEH Fresenius 2008H s ik 35 47 4% 35 5 1%
HEABETHRATE - p#$SHEFELE  AF 01515 XEABHAW ~ 2
HMEFENRE aREANSFELEAT %G P2HMES (B2 MHES
RASEEHALTRE) 5T 5 347 B4 £ 6 KUV (Equilibrated single pool Ki/V
urea) (sp KtV) » k& FE (URR=%) fof#faih ot a& 54 -

AT FReBARR > 2BRE A3 Kuf
2 3.5% B AL B A 2

( Kuf=ml/hr/mmHg)
0 1k4ER 5=k R 15 k4 A
F80A 51 47 47 44
AL Bk zE A BE - sp KUV v URR
2 3.5%edaEARE (URR=%)

0 1k4EH 5 x4ER 15 k45 A
F80A
spKtiv 1.62 1.56 1.54 1.69
URR 70 70 70 66
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D A R O » A - = 3 0O R A
PEDIATRIC | CONVENTIONAL THERAPY|  HIGH EFFICIENCY THERAPY MEDIUM FLUX HIGH FLUX THERAPY |
E 0 3 bl BOJ 1 U oUA bbb B0 A suE
Surface Area (M?)
Prime Volume(ml) | 28 | . | 8 | 98 110 | 82 | 110 | 42 | €3 82 110
UFR(Invivo) | 1.7 | 28 | 40 | 55 | 64 | 75 | 19 | 27 20 | 30 | 40 | 38 | 55 -
Membrane | PS PS PS PS PS PS PS PS PS PS PS | PS PS PS
_
Clearance Qg 200, Qp 500 mumin | ,
Urea
Creatinine Z
Phosphate | 50 | 78 | 103 | 123 | 132 | 162 | 170 | 138 | 158 | 17 68 | 177 | 173
VitaminB,, | 20 | 32 | 45 | 60 | 68 | 76 | 100 | 110 | 75 | 100 | 118 | 110 | 135 | 133
Clearance Qs 300, Qp 500 mumin | |
Urea
Creatinine L y i ‘ 1 !
Phosphate 88 | 115 | 145 | 155 | 165 | 198 | 2 162 | 190 | 207 | 207 | 216 | 216
Vitamin By, 34 47 62 72 82 112 | 130 87 | 112 | 130 | 130 | 15 150
[ I
Clearance Qg 400, Qp 500 mumin _
Urea
Creatinine
Phosphate | | | 120 | 156 | 168 | 180 | 220 @ 244 | | 206 | 239 | 239 | 265 | 265
Vitamin By, | | 48 | 63 | 74 | 8 | 122 | 148 118 | 142 | 142 | 172 | 172
Clearance Qg 400, Qp 800 mumin
Urea
Creatinine | idan 3 = , 2 L 5 Lo L i
Phosphate 174 | 184 194 | 24 259 | 252
Vitamin B, 69 | 84 98 | 132 | 151 1
= -
4 Housing — Polycarbonate
Potting Compound - Polyurethane & -
Fresenius USA PS - Fresenius Polysulfone Ri&fm 27 : Frese oA
95 Hayden Avenue Inner Diameter — 200 microns SLEmbaE T 4TS WA PLIa40a; SR
Lexington, MA 02173 Membrane Wall Thickness — 40 microns
800-662-1237 Clearance data is Invitro with Qg 0 ml/min 450134 Rev. F-5/98



