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Objectives

At the end of this presentation, the attendee
should know:

— Contents of the Equipment Redeployment
Instructions

— Overview of equipment redeployment steps and
procedures

— Redeployment documentation forms
— How to obtain the redeployment instructions
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Equipment Redeployment

Instructions
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Redeployment Introduction
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Redeploying NxStage Equipment Is Safe

Disposable fluid
pathways minimize
fluid contact with
equipment

Similar to Iin-center
equipment use from
one patient shift to
the next

=




Redeploying NxStage Equipment Is Safe

NxStage equipment:
— Has built-in self tests:

Power ON

Use of each Cartridge
New PAK is installed/primed

Use of each SAK

— Generates alarms in response to test failures
— Alerts the user If preventive maintenance is required
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Redeployment General Information
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Always and as Soon as Possible

Always:
— Use universal precautions
— Call Technical Support, if needed

— Refer to:
Product User Guides
Equipment Redeployment Instruction

As soon as possible:
— Retrieve equipment from the patient’s home
— Perform redeployment procedures

— Inform Customer Service of redeployed equipment
serial numbers

Home Therapies
MO0557 Rev C




Prior to Redeployment
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Train Center Personnel

Redeplioyment Training Documentation Form

Use this form to document learner training and competency for the procedures listed

Review the Redeployment | - e

demonstratss
(refer to “Receploy on pr  Trainer's  procedurss commectly:
page 18) initiais/date Trainer's Inlttals/date

o Review Equipment Redeployment [mstructions

nstructions &

* Respond to Cycler Caution 71

Decontaminate returned equipment and
accessory exterior surfaces

Provide a demonstration

Adjust System Settings to default values
Cycler Base, Fluld Detsction Sensor, and Warmer

o Docontaminate returned equipment and
O S e S rO C e re S S
LI o Tost koak detector sensor alarm
PursFlow SL

* Respond to Caution 2 and Alarm 853

L]
o Check ultraviolst light proventive
O n I O r a re u rn —p——
Check conductivity sensor preventive

malnienance status

Verify conductivity and drain line chack

demonstration e

Dusinfoct the conductivity line

Desinfct the drain line

Decontaminate returned equipment and

Document competency e

LINX System
¢ Replace DI Colls

o Verify self-tests begin
_NxStage Equipment Redsploymsnt Training 1§ Compists
Instructor Signature: Date
Loamer Signature: Date
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Home Therapies

0557 Rev C



Obtain Patient Redeployment Kit and Gather Supplies

5
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Equipment Redeployment Steps



Return Equipment to Center or NxStage

When the patient discontinues NxStage therapy,
complete FORMZ238 System COne Pafient/Cusfomer
Status Form {available on NxRx).

¥

Retrieve eguipment from the patient's home and return
to the center or MxStage as soon as possible.

-\-\-\-\-"'-\-._\_\_\_
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_'__,.'-"'"-FFF -\-\-\-\-\""-\.\_\_\_\_\_
e
J.-_-'—""'_FH- ¥ RM
Equipment is picked up Equipment iz picksd up by Equipment iz picked up
by MxStage and the center (may use local by Mx5Stage and
returned to the center. OR—s» courier service) and OR—s returned to NxStage
(Fees for Service on “the retumed to the center. e (Fees for Service on
agreement”® “the agreement”
Schedule B-4.) Schedule B-4.}
w
Equipment iz at the Equipment is at NxStage, no
center or NxStage. further action is required.
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Inspect Equipment and Accessories

- Equipment and Accessories Form
C I I T h I Ulsa this form to:
a e C n I C a » Inspect retwmad equipment to ensure that all accessovies are present.
= Order replacement accessories from Customer Service as requived.
[] MNote: Based upon your center contract, there may be a charge for accessories.
S u p p O rt If. - Equipmant ! &coessorias Check It Pragent EBLIGTE:I[
Systemn One Cycler with Computer (Jowe] Box or ConhxBox attached) a 10001
Filter helder a NHOSSE-F
12 power cord 2 MC1174
Cyeler Base, including: 2 BIX042
Fluid Distection Sensar * a MX0sE4
PureFlow SL cabinet a B2
FureFlow 5L wheeled base | P23
Cal I Custol I le r PureFlow 5L contml unit | BOC000L]
Interconnect power card ] BaS57300
12" power cord | jutm Nic
= Saling hook o el
S u O rt I f Adr filter fan cover ] Jutme | el
. USB cabila ) R
ComfortMate Fluid Warmnar i 200
IV pok used with table top stand a MNIZ4E02
Table top stard, including: 2 Nx024E0]
4-harger top far [V pale® a TR
Serevw [spade head) to attach hanger to pok® | MR
Serew 127) to attach pole to stand * | i o=l
Serow [thumb serews o attach tablke top stand to Cyeler ® ] BICTH2E
0.5 mwrter intercormect power cord for FW 2008 ] BRSST0A0
Express Fluid Warmer ] W30
Express Fluid Warmer Accessory Kit, Including: ] Fvam.l
Bag cover * | N0Eee
IV pok® o NXMES
Intercomnaect power cord” ] BaS50A0
Tep mount® = B4R
Bottom mouant” = I0s00
Serew [thumb screw) to attach Botbom Mount to Cycler® 2 PCTH2S
* This jtem s Inchuded with the companlon product as Wsted, but may be ordered separataly using the
appropriat: reocder number, if required.
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Perform Redeployment Steps

Cycler

Crder replacement. Refer to
“Equipment and Accessones Fom® an

¥
Call Technical Support:

1. Obtaln a Nx3tage Return
Autnorization (FA) # to retum e

raquires.”
Mode: Discard, do not refum
Tamaged accessoniss.

2 Onder replacament Cycler.
Accagsories are sant with
replaczment Cycler.”

*Changes may appiy.

[oecontaminate equpment anc acoeszones.

+
Dizinfect the Interior surtace of the Cyclier and claan the bood leak defector.
Dispase of us=d decontamination supples.

+
[dipest e Cycler System Sewings o e default vaves. |
+

| compiete “Recepioyment Documentation Fom” on page 34. |

Reter to “Patient Star-Up Using
Redepkyed Equipment” on page 15.

with filier hodder and e power oond URtl

mc;.-umpm:erufrmmseny
ihe new patient i idensnad,
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Perform Redeployment Procedures

8

9

F. Disinfect the PureFlow SL Drain Line

Attach a recirculation connector (female-female adapter) to a 30 ml syringe
to create a recirculation adapter (RA)

. Fill the RA with 30 ml of the prepared 1:10 bleach solution

Connect the RA to the control unit waste line connector (vellow connector)

. Push the bleach solution into the waste line connector. A drain line must be

connected to the control unit and positioned in the drain

Let the solution stay in the drain line for ten minutes.

Disconnect the RA from the waste line connector and repeat Steps 2
through 5. A total of 60 mi of the bleach solution is used to flush the drain
line

Disconnect the RA. Thoroughly rinse with tap water. Refill with 30 mi of
tap water

Connect the RA to the control unit waste line connector

Push the tap water into the waste line connector on the control unit

10.Repeat Steps 7 through 9 two more times. This ensures that the bleach

solution is outside of the PureFlow SL and into the drain line

Note:  Resiclual chlorine testing of the drain line is not required because
patient contact is impossible: 1) Multiple check valves contained in
the lines; 2) uni-directional pump flow prevents reverse flow
during use; and 3) connection is upstream to a single-use
disposable

AGE
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Cycler Redeployment Overview



Cycler Redeployment

e |

This device complies with Part 15 of the FCC rules. NX0195 SN -1 17‘.

TEL

°%’ *’ LINE AUTO 10/100 LAN Operation is subject to the following two conditions:

ANSWER (1) This device may not cause harmful interference,

——— and (2) This device must accept any interference PWR HDD

ON - OFF received, including interference that may cause

=] - n. undesired operation.
RADICOM MODEM COMPLIES WITH
7B336SM-T-W Push To Restart

NxStage Medical Inc.

LINK  ACT 47 CFR PART 68 US: 3A4M50

Jewel Box connections shown
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Cycler Redeployment




PureFlow SL Redeployment Overview



PureFlow SL Redeployment

: P— - /P PAK electrical cable
Control Unit rear connections connection

% Home Therapies

TMO0557 Rev C



PureFlow SL Redeployment

ngtage Medical, In

W Usrsion 1.13.12

AV - 0@

Your software version may differ from this display.
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PureFlow SL Redeployment

USER MAINTENANCE

Check Control Unit Ultraviolet <5emngs

N

Light preventive maintenance

2/

— If time is less than 156 C)V Light PM
ba’[ches, rep|ace Control Due in XX batches
Unit

USER MAINTENANCE
PM Info

R

Check Control Unit

Conductivity Sensor preventive <Cono_|0 Sensor PM
maintenance Due in XX days

I TMO0557 Rev C



PureFlow SL Redeployment

= Verify Conductivity Line check valve function

/| STAGE



PureFlow SL Redeployment

If the Conductivity Sensor preventive
maintenance time is less than 300 days,
perform the CPM-001 procedure




PureFlow SL Redeployment

Disinfect the Conductivity Line




PureFlow SL Redeployment

Verify Drain Line check valve function
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PureFlow SL Redeployment

Disinfect the Drain Line




PureFlow SL Redeployment




PureFlow SL Redeployment

Replace the PureFlow SL Air Filter media
— Note: Leave the Guard attached to PureFlow SL.

Do not remove
Guard screws

Air Filter Guard

Air Filter cover with media

F % AGE
Home Therapies
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LINX Water Pre-Treatment System
Overview



LINX Redeployment




Express Fluid Warmer Redeployment
Overview



Express Warmer Redeployment

N e
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Cycler Base and Fluid Detection
Sensor Redeployment Overview



Cycler Base and Fluid Detection Sensor




Redeployment Forms
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Redeployment: Training Documentation

Redepioyment Training Documentation Form

page 18)

Use this form to document learner training and P y for the proced listed.

Leamer understanags /

to Procedurss™ Trainer
(refer to “Redeployment on provided: 8 procedurss comectly:

* Review Equipment Redeployment [mstructions
(INC»27)

Cycler

* Respond to Cycler Caution 71

and

o Dusinfoct the intertor surface of the Cyder
and ckan blood leak datoctor

o Adjust System Settings to default values

Cycler Base, Fluld Detection Sensor, and Warmer

* Doc returned oguip and
accessory exterior surfaces

o Tost kak detector sensor alarm
PuraFlow SL

* Respond to Caution 2 and Alarm 853

o Check ultravioks light proventive
malntenance status

* Check conductivity sensor preventive
malnienance status

* Verify conductivity and drain line check
valve function

o Perform CPM-001 procedure

o Dusinfoct the conductivity line

o Desinfoct the drain ine

* Replace the atr filter media

LINX System

* Replace DI Calls

o Venfy solf-tests begin

NxStage Equipment Redeployment Tralning Is Complets

Instructor Signature:

Date:

Loamer Signature:

Date:

STAGE



Redeploymr

ent: Equipment Documentation

Redeplioyment Documentation Form

Cycler Sertal 8
Confirm the Siowing:
= and

= Equp P

Upon Power On: e Conerol Pane! Flashes 858s.
Upon Power On: Yellow Causion # 71 not
dasplaynd.

= Roplace DI Cells

Compiesed by

Sigr Dase
ComfortMate Soral &
Table Top Stand Sortal & N/A
Confirm the foliowing:

Equipmens and wp

= Upon power cond connecsion, the Express Fluld
Warmer's Comion siaus lights fash md, yoeliow
then groon and e saandlvy and hot suriace
Indicatons come on then o off. An alamm sounds,
28 lights go out and he standbry light romains e

S Egup exerion 2 o -
dacontsminsad. 2 Upon Power On, the warmex”s comnod pancd
T Cyder interior surface disinfocd, and biood Sk lights fash, an alarm sounds and the gaoon kg
deecor and mirror cleand. on the frone of the warmes remaioes it
= CAR-170 dofault vakuss. S Equip 2
Sysiem Scesings sot 10 A
- Date Compiesnd by _—
Cycler Base and Fluid Detection Sensar —
sorml 8 N/a | | PareFlow SL Control Unit  Serals:
Confirm the Siowing: Corfirm the following:
T Inspoct oquipment and acoossones. = Bqup and P
T Sensor alarms approp y when S Upaon Fower On: the conerol paned LEDs flash rad,
2nd whon the sensor’s metal bars are comackd groen, yeliow and the paned displays NaSuage
with motst cloth. Madical Inc. and software version.
= Equip surfaces and T Upon Fower On: Caution 2 or Alarm 553 ame noe
Compioted = Proventive Mainsnance (PM) status for the
” Date Uisravioket (UV) light Is groaser shan 156 bakches.
2 Conducsvity chock valve and drain Bee chock
Express Fluid Wammer Sertal 8
i - . 2 Conducsivity sensor PM s due in gromes shan 300
a and omplesed.

days or CPM-001 Is
Conducsivity line disinfoced.

-
i
|

doconamenaeod.
S Equip and =
ey Alr filver media replaced.
Compiaasy S pa
- o= PureFlow SL Cabinet Serial &
LINX Water Pro-Treatment System
Seral & Confirm the foliowing:
Confirm e Siowing: S Equip and "
a and S Equip and
. - docona menased
= Upon power on - the LINX sixtus lights o on and
mmm-No-mm’ o8 s;w” Dase
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Patient Equipment Log

Patient Equipment Log Form
Use this form to maintain a record of patient equipment by serial number

Patient Name=

Thempy Start Date: Therapy End Date:

Fampment e | Dote Rerumod - Dase Redeplov Dae Redeploved 1
Serial# | Wecoived | Cemter | NuSeage | ¥ Completod Ploy (Patiens)

Cyder

Purcflow 51
Conenol Unie

ComfonMase
Warmer

Express Fluid

LINX System
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NXRXx Center Inventory Report

Center Inventory

Show entries

Search: | -
| Equipment Location - Part Serial No. Ship Date Status
. NX2000-2 (PureFlow SL Chassis) 1190 10/12/2006 Unemployed
List of FW-200 (Comfortmate Warmer) c8911 02/27/2009  Unemployed
Patlent’s NX1000-1 (NxStage System One - Chronic) 7403 11/03/2008 Unemployed
FW-200 (Comfortmate Warmer) C12378 01/05/2009 Unemployed
Name NX1000-1 (NxStage System One - Chronic) 53T 01/05/2009 Unemployed
NX2000-1 (NxStage PureFlow SL Control Unit) 4176 01/22/2009 Unemployed
NX2000-2 (PureFlow SL Chassis) 4798 01/15/2009 Unemployed
NX2000-2 (PureFlow SL Chassis) 2454 06/27/12007 Unemployed
NX2000-2 (PureFlow SL Chassis) 2926 10/04/2007 Unemployed
FW-200 (Comfortmate Warmer) C8997 10/09/2008 Deployed
NX1000-1 (NxStage System One - Chronic) 7470 09/22/2008 Deployed
NX1000-1 (NxStage System One - Chronic) 7385 06/09/2008 Deployed
W-200 (Comfortmate Warmer) C9050 07/10/2006 Unemployed
W-200 (Comfortmate Warmer) C12629 02/14/2009 Deployed
NX1000-1 (NxStage System One - Chronic) 9519 10/10/2008 Deployed
NX2000-1 (NxStage PureFlow SL Control Unit) 4013 10/10/2008 Deployed
NX2000-2 (PureFlow SL Chassis) 4504 10/10/2008 Deployed
FW-200 (Comfortmate Warmer) C8337 08/02/2007 Deployed
NX1000-1 (NxStage System One - Chronic) 5780 05/16/2008 Deployed
NX2000-1 (NxStage PureFlow SL Control Unit) 2201 01/07/2009 Deployed
NX2000-2 (PureFlow SL Chassis) 1062 08/21/2006 Deployed
NX1000-1 (NxStage System One - Chronic) 7433 05/19/2008 Unemployed
NX2000-2 (PureFlow SL Chassis) 2848 09/21/2007 Unemployed
FW-200 (Comfortmate Warmer) C9963 04/10/2007 Deployed
e NX1000-1 (NxStage System One - Chronic) 7014 03/24/2008 Deployed
Showing 1 to 25 of 100 entries 2 »l
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Redeployment Instructions

Availability
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Avallable Electronically

NxDocuments /], STAGE.
NxStage Web Site




thank you
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