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1. SET-UP AND LOG IN

e Set Up OC-SENSOR PLEDIA

(1) Setthermo-sensitive paper.
(2) Turn the system power switch on (on the right side).
® [LOGIN] screen will be displayed

e Set Up OC-SENSOR PLEDIA
(1) Touch [ID] field, enter an ID and touch [enter].
® Registered name will be shown in [NAME].
® [PASSWORD] field will be enabled (will be white).

(2) Touch [PASSWORD] field, enter password and touch [enter].

® [Register][Delete] will be enabled.
(3) Touch [LOGIN / LOGOUT] button.
® “OK” dialog will be shown.
(4) Select [LOGIN].
® [MENU] screen will be displayed.
@ The ID will be shown.

e Remarks

@ If [LOGIN/LOGOUT] > [LOGOUT] is selected in  [LOGIN]
screen, only [Prep functions], [Help] and [Close] will be
enabled as below.
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® The other buttons cannot be selected.

@ In order to login, touch [Please LOGIN] to show [LOGIN]
screen, and login as above procedure.

@ Inorder to change user (logout)
®Touch [ID] fieldin [MENU] screen to show [LOGIN]
screen.
® Select >[LOGOUT].
® Login as above procedure.
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2. SET REAGENTS AND SAMPLES

e Set Reagents

(1) Check the level of purified water and wash solution.
® Refill purified water and wash solution if not enough.
® |f bubbles are in the tanks, hit the side of tank to remove
them.
® See [How To Set The Purified Water] and [How To Set The
Wash Solution] <P.7>
(2) Check that drain tank is not full.
® Dispose of wasted fluid if needed.
(3) Check that OC-SENSOR DIANA Buffer (BUFFER) is set.
® Replace with a new one if not enough.
® See [How To Set BUFFER] <P.7>
(4) Check that OC-SENSOR Latex reagent (LATEX) is set.
® See [How To Set LATEX] <P.7>

e Set Samples/QC(Control)

(1) Set QC (OC-Control LV1/LV2) on a rack (blue rack).
® Pour OC-Control LV1 and LV2 in sample cups.
» Dead volume is 100 uL.
» Pour needed amount of solution according to the number of
replications.
Ex.) 1 replication: 4 drops, 2 replications: 5 drops
*See [How To Set The Replication Number of QC] <P.10>

| Check that there’s no bubbles

/'@ Set QC on No.9 and No.10 of STD/QC rack (Blue rack).
|[lll® In case of measuring both OC-Control LV1 and LV2,
set them in the same order every time.
|/lll®@ QC will be numbered differently from Sequence No. to
distinguish from samples.

(2) Set samples on a sample rack. (Light blue rack)
® Set sampling bottles from the 15t side in turn with aluminum
seals as the top.

» Check that the green caps are closed tightly.

| Barcode labels must be on the side of rack barcode label.

(3) Setracks on the rack supply unit. (Right side).

o Remarks

@ With “Numbering Mode 2", allocate sequence No. evenly to
positions in which samples are not set.

@ If the Endring is set after the last sampling bottle,
numbering will stop at the position of Endring.

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2) 3
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3. TEST WORK

e Start Testing
(1) Go to Test screen.
|//l®@ Press [Test] button on the [MENU] screen.
(2) Check the settings of [Test] screen.
|/ll@ See [Test Mode]. <P.9>
(3) Check the settings of LATEX and calibration curves.
|llll® See [Settings Of Latex / Calibration Curve]. <P.10>
(‘4‘1) Start test.
|

|l® Press [Start] button.

> If the temperature of the reaction table, reagent or buffer
solution is not high enough, test will only start automatically after the
temperature rises.
[II’> After sampling, racks will be discharged to the rack discharge unit The analysis is completed.
(Left side). Tt e )

® The result data will be displayed.
If “Output to printer” is “YES”, the result data will be printed.

(5) Testing is completed.
|lll® [The analysis is completed] screen will be displayed. e
|l///® Press [Close] button.
| /l@ The screen will go back to [Test] screen.
|| ® Press [Completed] button and then press [Close] button.

> [MENU] screen will be displayed.

e Addition Of Sample Racks - 1

< Test under the same conditions > = ST
(1) Set racks on rack supply unit during test. e e R
® Sample-guide will move toward you. e T o

(2) Measure mode is recognized by rack barcode automatically.

Light Blue Sample rack

Blue STD/QC rack r 2 ds Jo ds fs 1o 1o 1o o |- |
Yellow-Green | Retest rack 2 lr lz |z le [ |- laor  fonor |
Orange Dilute retest rack =]
® The "Light Blue rack" and the "Yellow-Green rack" can set e
Remarks
@ Settings the time between rack installation and operation. ok

® [Settings] — ([System settings]) — [Config]
® Input the time of “Sensor response time”. (0 to 60 sec)

e Addition Of Sample Racks - 2

<Test samples with different settings>

(1) Press [Additional test] button during test. rRA =

(2) Setitems to change. = = il

|ll'l® [Rack No.]: Input first rack number st on O Sl
® [Rack]: Input the number of racks of additional tests. = . ::j

> After testing, the settings will return to the original. e
> |n case [Rack] is “*”, analysis will continue with the changed

settings.
|'® Press [Continue] button and then press [Rerister] button. e 'f""” J'

7 jlf ‘.1 Il }5 |5 J/ il J! Jﬂ j ]

(3) Press [Continue] button and then press [Register] button.
(4) Set racks and press [Continue] button.

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2)
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oSTAT
4. STAT TESTING

(1) Press [STAT] button during testing. F'g;f‘__ e
® After sampling of analyzing rack, the <Fig. A> is displayed. B e o
|l//l®@ Only sample racks (light blue) or STD/QC racks (blue rack :
are avaablo. ) ( ) . There are racks still in
® Retest rack (Yellow-Green rack) and dilute retest rack analysis. Please walt.
( rack) are unavailable with STAT mode. |
(2) After <Fig, B> is displayed, set the rack as the screen shows. Bl “onc: 0% Ou Om O 0w O
® Rack barcode must be toward you. - P
(3) Press [Start] button. M,., )
|I!ll® <Fig, C> will be displayed. Fig. B
|llll® <Fig, D> will be displayed. oo [ [
| ® Sequence No. is from S-00001. ¥ : e

(4) After STAT is finished, <Fig, B> will be displayed.
® Take the rack out and press [Cancel] button to close. =
® Unless the above operation is done, next test won'’t start. :
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5. CLOSING AND SHUTTING DOWN

e Dispose Samples

(1) Dispose samples.
® Remove tested samples from the rack discharge unit and
dispose of them.
(2) Keep LATEX.
® Close the caps of LATEX bottles and keep the bottles in a
refrigerator or the latex storage.

e Close OC-SENSOR PLEDIA
(1) [MENU] — [Close]
(2) Select the settings < Recommended mode >

|llll® Weekday and Weekend
» Close mode

> Cell wash OYES @NO
» Exchange to p. water OYES @NO
> Soak washing ®YES ONO

|llll® Suspension for more than 7 days
» Close mode

AL Cell wash OYES @NO
11> Exchange to p. water OYES ONO
I » Soak wash O®YES (ONO

||| @ Suspension for more than 3 months

» Long suspension
T Cell wash OYES @NO
111> Exchange to p. water ®YES ONO

(3) Press [Continue] button and then press [Start] button.
(Closing action will start)

|lll® After closing, OC-SENSOR PLEDIA will be turned off the
power automatically.

|| @ If "exchange to p. water" is "YES", "Operation guide" will be displayed.

|lll® If "Long suspense" is selected, "Operation guide” will bedisplayed.
® After “Exchange to p. water” is done, next time the
system is turned on, BUFFER and wash solution are set according to the
displayed guidance.

e Settings of auto start up

O Press [Setting of auto start up] button at [Close mode] screen.

(1) Auto start up

|/lll®@ Put m on the days to use [Auto start up] and set time.

|| @ Change this setting a day before a public holiday.

(2) Auto start

| You can set operations after starting up.

| Put  on the items for auto start.
> [Nothing]: After starting up, [MENU] screen will be displayed.
> [Cell blank] : After starting up, cell blank will be checked.

@ [Test] cannot be selected.
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6. CALIBRATION

e Calibration Curve Creation 5ECal [oc-ctri LV |
(1) Pour 2ML (or more) of OC-Calibrator Diluent into a sample cup Diluent | foc-Cal2] [oc-erl LV

® Check that there’s no bubble.

(2) Put 11 drops of OC-Calibrator 2 into a sample cup.
® Check that there’s no bubble.

(3) Set sample cups on a rack. -
® Set sample cups on a STD/QC rack (blue rack) as right figure. P
® Set QC-samples on 9th and 10th if needed.

(4) Input the concentration of OC-Calibrator 2.
® MENU] — [Settings] — [Protocol settings] l
® Select [CC protocol settings] to use. | l
® Input the number of replication. :

® Input the concentration of OC-Calibrator 2 written on the label of l ]

A

]
(l

> = n , - P =

(OO OO £ O T

Protoco! setings

the vial.
® [Continue] — [Register]

(5) Setthe rack. (see [eTEST WORK]<P.3>). l & o]
® [MENU] — [Test] o T
® Set the rack on the rack supply unit. C1 protoco

(6) Press [Latex settings] button. »
® Set LATEX # to make calibration curve. ' e
® Set CC No. to register ™

(7) Press [Start] button. Al b
® OC-Calibrator 2 will be diluted in sample cups automatically.
® Diluted solution will be dispensed and measured.
® When LATEX not registered is set, [No CC] comment will be 2 s e ds e 17 e 1o 1o |- |

displayed as below figure. Press [Continue] button to continue. P 7] ) O [ S [T IOV P PRl

Nt ’ Contium
XX WIRA 10T
Latax setting:
No curve stored for Pos.~1/10t49025. Please create CC 1ot late Pox X Mo
No curve stored for Pos.~2/10t49025, Please create CC
No curve stored for Pos.~3/10t40025, Please create CC s s Pos 00 o
! Pos~ 00 No.

Cancel | Caontinue

r dz s e 1s s 17 1o 1o 1o |- |
2 dr dz | 7z 4o 1o |- lor loner |

8) Test Completed)
® After test, [Check CC] screen will be displayed..

® Check the result and press [Register] button. === _wJ
<JUDGEMENT>
> |t is acceptable with white square (| ]) at the side of
“STD-#", not turned red. .
> See [eAddition of Samples -1 or -2] <P.3> to continue the test. il
Remarks SR -
@ Calibration Curve creation is acceptable anytime during test. e i; 4

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2) 7



.\.f,%rnsmﬁ?m@ Pl—rl%alth

7. SETTING THE REAGENTS

e How To Set LATEX

(1) [MENU] — [Setlatex] s —
(2) Press the white frame of [Barcode] to set. = =
® The barcode reader will flash. e =
(3) Pull down the green unit. s wei | wa
(4) Place barcode label of LATEX toward you and set LATEX bottle in s
the entry.
® Barcode number will be displayed.
(5) Take LATEX bottle and push back the green unit to the original e e 1o e le le Iz lo 1o fo |- |
position. 2 dr dz |z fo |- |- le A lencor |

(6) Invert LATEX bottle several times gently and open the cap. FE

irstatanon & y.atstie 0 RIMONE (04D

(7) Open the Front cover of reaction part.

(8) Open the cover of latex storage and set LATEX bottle with
the barcode label toward you and close the cover.
® To set another latex bottle, repeat (2) to (6).
@ Check that there’s no bubble.

(9) Close the cover of latex storage and Front cover.

(10) Press [Close] button.

|/ll® Volume of latex will be detected automatically.

e How To Set BUFFER

(1) Replace BUFFER bottle with new one.
® Please don't lose the spacer.

2) Close the cap.

3) Select [MENU] — [Setlatex] .

4)

5)

Enter [Lot No.].
Select [Reset] — [Close].
® Prime will start automatically.

eHow To Set The Purified Water
(1) Open the cap of purified water tank and refill

| I/l @ Please do not lose the cap spacer.
(2)Close the cap
(3) Normal prime operation

| l//l @ see [ePrime Operation] <P.8>

o~~~ A~

0,

By using a 3% stock solution, you need 250 mL of stock
solution of NaClO and 4750 mL of water.
By using a 5% stock solution, you need 150 mL of stock
solution of NaClO and 4850 mL of water.

eHow To Set The Wash Solution

(1) Make Wash solution.(0.15% NaOCI solution)
(2) Open the cap of wash solution tank and refill.
® Please do not lose the cap spacer.
(3) Close the cap.
(4) Normal prime operation
| see [ePrime Operation] <P.8>

Cap spacer

| Refresh the purified water every day.

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2) 8
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8. (NOTE 1): PRIME & CELL BLANK

e Prime Operation

(1) [MENU] — [Prep Functions] — [Prime]
(2) Select [Normal prime] and [eYes] of items needed.

® Select [Volume reset] and BUFFER volume will be reset.
(3) Press [Start] button.

@ Prime will start automatically.

e Cell Blank Check

(1) [MENU] — [Prep Functions] — [Cell blank]
(2) Select [#Wash cells] and press [Start] button.
® Cell blank check will be started.
® After cell blank check, result will be shown on the screen.
||/ ® Cells in red color are unusable.
> Unusable cells are not used for analysis.
> When unusable cells are more than 10, all the cells (5
units) must be exchanged.

M aith

stz e Ce bk Wah
To start primne. Prass EStart] bution
Prime tyow © Hermal wrine O Pon tow actation
Butter @ ves Ow
Pwewr (@ ves Ow
whiol @ vES Ow
Velame reset Ow @w
e Mo
0 BIRAT 24T
iz P Cet blark Wah
To stwrt call blark. measurwmwnt. Pross [Stwrt] button
1 W cels @ns Ow
St Mers
W BRI ATR
iz Frime Cet bl W
fark messsement Iribe
» ra

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2)




CHEMTRONICS ‘
BOMECRCAL ENGIRILRING

Maith

9. (NOTE 2): TEST MODE & DILUTE RETEST

Test Mode

(1) Sample No.
® [G] : Group No.
> This is for controlling by groups. Input “*”” if not needed.
® [SEQ]: Sequence No.
(2) Numbering
® When sampling bottles are set with empty rack position,
number only sampling bottles (skip empty rack position).
> Mode 1 : Numbering only sampling bottles
> Mode 2 : Numbering all rack position (both of sampling
bottles and empty rack position)
(3) Sample barcode
® Read barcodes of sampling bottles or not.
(4) Method
|/ll® Select [1 day], [2 day] or [3 day].
|/l@ Regarding how to set the rack of each method, please
check the “Operation Manual”.
(5) Measure mode
|llll® Test: Measure mode is recognized by rack barcode automatically
> Light blue rack: Sampling bottles will be punctured.
> rack: Sampling bottles will not be punctured.
® Retest: Sampling bottles will not be punctured even with
light blue rack.
(B6) Test start point
||/ll® Test will start from this position of first rack which is set in
this mode.
(7) Key mark
|/ll® Yellow : Settings cannot be changed.
|/ll® Gray : Settings can be changed.

Dilute Retest

(1) This mode is for diluting samples and retesting. (for OR and
PRC samples)
® Dilute rates are <15 times> and <250 times>
® At most, 3 samples are available for dilute test by one rack.
® The sample solution can set in sample cups.

(2) How to measure

® Set OC-Calibration Diluent (included in OC-Calibration 2 kit)
on 18t position of dilute retest rack. (2 mL or more).
® The sampling bottles or sample solution will be in the
position 2, 5, 8 on the rack.
15 times

> Set sample cups on the position 3, 6, 9 on the dilute retest
rack like right figure.
250 times

> Set sample cups on the position 3&4, 6&7, 9&10 on the
dilute retest rack like right figure.

artwrre @ Mt O e 2 - |
Gangle barcode @ Ow i
Sl ®16m (@Fr™ Q2om a
Meavre sode C Oa.n“- "
Test start porn Posston nrack)

r 2 ds o ds le 17 fs 1o o |-

X !Y |I l ’ I- |~ | - Id«/ lonur

|
1 2 3 456 789

OC-Calibrator Diluent

Sample 1 Sample 2 Sample 3

x15 x250 x15  x250 x15  x250

(HOUOU OO |

8

Samples and cups setting
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10. SETTING CALIBRATION CURVE & CUT-OFF

Setting Of Latex / Calibration Curve
(1) [MENU] — [Test] — [Latex settings]
(2) [1stlatex]
@ Input LATEX position No. (1, 2 or 3) for test.
@ Input calibration curve No. (1 to 6) of the 15t LATEX.
(3) [2ndlatex] (1%t spare latex)
_ @ Input calibration curve No. (1 to 6) of the 2" LATEX.
(4) [3rdlatex] (2 spare latex)
@ Input calibration curve No. (1 to 6) of the 3 LATEX.
(5) [Latex for CC]
® Input latex position No.(1, 2 or 3) for calibration curve
creation.
@ Input calibration curve No. (1 to 6) for registration.

How To Set The Replicate Number of QC
(1) [IMENU] — [Settings] — [Protocol settings] —
[Sample/QC protocol]
(2) [QC Replicate]
» Input the replication number of QC test.
(3) [Continue] — [Register]

How To Set The Concentrate Range of QC

(1) [MENU] — [Settings] — ( [System Settings] ) —
[STD/QC process] — [Page 2]

(2) Input the concentrate range of OC-Control LV1, LV2 written

on the package insert.

(3) Press [Continue] button and then press [Register] button.

How to Set The Cut-off Value

(1) [IMENU] — [Settings] — [Protocol settings] —
[Sample/QC Protocol]
(2) Input cut-off value of
O[3 Cutoff 1]
0 [4 Cutoff2]
0[5 Cutoff3]

® From 0 ng/mL and [cut-off 1] or less negative(—)
® [cut-off 1] + 1 or above and [cut-off 2] or less positive(1+)
® [cut-off 2] + 1 or above and [cut-off 3] or less positive(2+)
| [cut-off 3] + 1 or more positive(3+)

| If only positive or negative (- or +) needed, input the value only on
[cut-off 1] and input “*” on cut-off 2 and 3.

(3) Press [Continue] button and then press [Register] button.

r 1z s e

s

o |- |

s 17 1s 1o

2 lr |z |

I/

[« |- 1= lsr lenter |

Svtem g

Frovec settres

frerocs serrnn

e ¥

[+ s

[5 ]/ .;l 1! Jﬂ ! J

|
2 dr lz |

ER—

@

N

| P P

Idel lmlor ]

T

STOVOC pr

ocess settings

M Sovtire/ o]

nnnnn

¢ 17 1o fo fo |- |

[« |- 1= laor lontor |

I 7

x_lr

| P P

¢ 1, lo 1o o |-

1z |

fo l- 1= lor lontor |

me | Conknm
« | Con

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2)

11



CHEMTRONICS ‘
L ALFNG

OMECRCAL ENGIS

11. OUTPUT OF MEASURED DATA

How To Output Measured Data

(1)

[MENU] — [Data processingl] — [Process data]

(2) The Process data] screen is displayed.
(3) Touch the tab of the measured data for output (print).
® Select the measurement date and time of the start point.

® Press [Select-s] button.

> Selected [Date/Times] will be in blue color.
> [Select-s] button will be changed to [Select] button.
® Select the measurement date and time of the end point.

> Date and time between start point and end point will be in blue color.

|| ® Press [Select] button

FI)rl%alt

h

> Selected data will be displayed. ”LJ
> [Select] button will be changed to [Clear] button
Samp STAT samp Samp STAT samp Samo STAT sanp Samp STAT samp
rRES e 0
L e e
02/24 19:41 [?/,’Dg/;ﬁg ;25:;
BT 14518 0811 14018
Date _ Selets | I [ Select l g l I Clear I
[Samp] screen [Select start] [Selecting] [Select end]
(4) Press [Test data] button.
(5) The measurement data in the selected range will be displayed.
@ Select the measurement data of the start point.
® Press [Select-s] button.
> Selected [Data] will be displayed in blue color.
> [Select-s] button will be changed to [Select] button.
@ Select the measurement data of the end point.
> Measurement data between start point and end point will be in blue color.
® Press [Select] button.
> Selected data will be display.
> [Select] button will be changed to [Clear] button
Test data Positive data Test data Positive dats Test data Positive data Test data Poaitive data
AT 0% w101 o0l 13 T -
Sort I Select-5 I Sort Select Sort Selct i Sort Clear
[Test data] screen [Select start) [Selecting] [Select end]
(6) Press [Output] button.
® Select the output destination.
® Select [Printer], [External media] or [Online].
(7) Press [Start] button.
ot el et od | Y
® Peam Otisess O wa | J O Poim Obtmid @ Giind ol t [ (a Conen
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12. QC SCREEN & SETTING RACK BARCODE

Check QC Screen (during Analysis)

(1) Press [QC screen] of during test.
(2) Select QC lot.
® Select QC No. (1 to 4) to check.
(3) Select item tabs to check.
(4) [intra-day / Inter-day data] and [X-R control] is available
to check.

(5) To go back to [Test] screen, press [Close] button

How To Set The Rack Barcode

V Measure mode will be distinguished by rack barcode.

V All the racks, except for [STD/QC rack No.(QC1 - QC2)],
[STD/QC rack No.(QC3 - QC4)], [Dil (Dilute retest) rack No.],
[Dilute retest rack No.], will be used as sample racks.

(1) [MENU] — [Settings] — [System settings] —
[Rack No./QC No.]
(2) Input the rack number.
|llll® If only QC(LV1/LV2) is used, input “*” in [Min] of [STD/QC
rack No.(QC3-QC4).
> [Max] will be marked by “*”” automatically.
® Same No. can’t be input
(3) Press [Continue] button and then press [Register] button.

Rack Information

V Information of tested samples can be checked/printed in this
function.
(1) [MENU] — [Test]
(2) Print/Check rack info.
® Rack info will be displayed.
® Rack info will be cleared by pressing [clear] button.
(3) Rack info can be printed/checked during test.
® Press [Stop unloading racks] button.
® |After print/check, press [Restart unloading racks] button
and analysis will start.
® Press [Monitor] tab and returnto  [Test] screen.

— [Rack info)
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13. OPERATOR ID

How to Set Operator ID

(1) Select [Register] in LOGIN] screen.
@ [ID], [NAME], [PASSWORD] will be enabled.
(2) Enter [ID], NAME], [PASSWORD].
@ 1D (Operator ID): 1 to 20 digits, Alphanumeric > Upper and
lower case will be distinguished.
@® NAME (Operator Name): 1 to 20 digits, Alphanumeric
@® PASSWORD: (Operator Password): 5 to 10 digits,
Alphanumeric
(3) Select [Update].
(4) Select[OK].

eRemarks

@ First registered operator will be set as administrator.
others will be normal operator.

@ Up to 11 operators can be registered.

@ Normal operator can change / delete own ID information.

@ Administrator can delete other normal operators.

The
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14. PREPARATION OF REAGENTS (F-Hb, IFU)

e OC-SENSOR FIT Latex Reagent (V-PZ01)

o Before use, bring it to room temperature (20-25 °C) and invert the bottle gently several times to
o assure uniform suspension.

o Stable for 4 weeks if stored back in a refrigerator after use with cap closed.
o Stable for 4 weeks on-board with cap closed after use on PLEDIA.

+ Do not mix reagent with another bottle.

o OC- SENSOR FIT Buffer (V-PZ03)

o Before use, bring the buffer to room temperature (20-25 °C).

o Stable for 4 weeks on-board.

* Do not mix buffer from another bottle.
* Do not use precipitated buffer, as precipitate may cause problems on the analyser.

e OC-FIT Calibrator (V-PH52)

OC-FIT Calibrator is stable for 2.5 months (10 weeks) after opening.
» The stability for this period is maintained if it is capped properly and put back in the refrigerator
when not in use.
A new calibration curve should be created:
'» When the lot (batch) of latex reagent is changed.
* When the measurement value of OC-FIT Control (LV1/LV2/LV3) is not within the control
|| range.
'+ When opened latex reagent is used over 2 weeks.
» After maintenance support procedures.

e OC-FIT Control LV1 & LV2 (V-PH53, V-PH54)

OC-FIT Control is stable for 2 months after opening.
» The stability for this period is kept if it is capped properly and put back in the refrigerator when
not in use.
* Minimum requirement is to analyse the OC-FIT Control LV1 and LV2 before sample analysis
on a daily basis.

OC-SENSOR PLEDIA Simple Operation Manual - 1SO15189 Support (Rev.1.5.2) 15
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15 OC-SENSOR PLEDIA FIT IFU (1/2)

Hiaith

@ Instructions for Use

IFU on our website | IFU sul nostro sito web f IFU en nuestro
sitio web [ IFU sur notre site web [ IFU auf unserer Website

380362-A

OC-5ENSOR FIT Latex Reagent

for OC-SENSOR DIANA, PLEDIA V-PZO01
for OC-SENSOR io V-PH18
for OC-SENSOR MICRO V-PH33

OC- SENSOR FIT Buffer
for OC-SENSOR DIANA, PLEDIA %v—nus
for OC-SENSOR MICRO, io V-PH46

OC- SENSOR FIT
for OC-SENSOR Ceres

REF| V-PHO1

INTEMDED USE

OC-SENSOR FIT reagents are jo Witno disgnostic reagents intended for the quantitative
measurement of human heemaoglobin in faeces, OC-SENSOR FIT reagents sid in the
diagnosis of colorectal cancer, neoplasia, dysplasia, 3, and other disorders
sssocisted with gastrointestinal bleeding in conjunction other clinical findings.
The test can be utilized in colorectal cancer sereening for asymptomatic population as
well 2t in disgnostic sid and menitoring for symplomatic patients, The test is
noninvasive, using stoolfaeces as test sample. The reagents are used on the dedicated
sutomated analysers by qualified personnel in elinical laboratories and hospitals.

SUMMARY

The amaunt of bin in faeces increases with ilinesses that are see ﬂg:ed hE

haemorrhagic lesions in the digestive tract, particularly in the lower dige

Therefore, measuring the amount of heemoglobin in fseces is an effective means of
screening for early detection and treatment of colorectal cancer and other lower

digestive tract illnesses that are sceompanied by hasmorrhaging. -

OC-SENSOR FIT R are immunoassay test reagents and used ther with an

sutomatic analyser for measurement of haemoglobin in fasces. OC-SENSOR FIT Latex

Reagent contasing the |stex particles coated anti-human haemaglobin A, (Hbig)

polyclonal antibodies for optical measurement of the latex agglutination reaction.

PRINCIPLE OF THE METHOD

The test method is based on & latex a;gluthuucntmmn.l.uuu ru;ent Iwh

by coating polystyrene latex particles with anti-human HbAg anti en mu
reagent is mixed with & sample, the anti-human Hbi, antibodies an Lhe lau: particles
react with the haemoglobin in the sample, and the latex mﬂﬂt is farmed in the
latex agglutination reaction. The change in absorbance per time resulting from the
latex agghutination resction is propertional to the coneantration of haemoglobin in Lhe
sample. A dose response curve of the absorbance unit (OD) vs. concentration i
generated uding the results obtained from the calibrators. The concentration M‘
haemoglobin in the patient sample is determined from this curve.

MATERIALS PROVIDED

Product code Froduct nams Cantants | Storage w
V-PZON OC-SEMSOR FIT Latex Reagert | 5x 15ml | 2-10°C DUANA,
V-PZ03 OC-SEMSOR FIT Buffer 12500 ml| 2-10°C PLEDIA
V-PHIE OC-SEMSOR FIT Latex Reagent | 2x 7 ml 2-10"C o
V-PH33 OC-SEMSOR FIT Latex Reagent | 2x 7 ml 2-10"C MICRD
V-PH4E OC-SENSOR FIT Buffer 1x200ml| 2-10°C MICRO, i

DC-SENS0R FIT
W-PHOT Latex R 2x6mL 2-10"C Cereg
Bulfer sagent 25 20 mL

MATERIALS REQUIRED BUT NOT PROVIDED

Product coda Product name Contants | Storaga m
— | MicRg,
V-PHSI  |OC-FIT Calibrator Ix3Iml | 2-87C [ CRC
: ®,
V-PHSZ  |DC-FIT Calibrator IxIml [ 28°C [ E
V-PHOZ _ |OC-FIT Calibrator GxlmlL | 28'C | Ceres
V-PH53  |OC-FIT Contral LVI IxsmL | 28°C
V-PHE4  |DC-FIT Contral LV2 Ixsml | 28°C Al
V-PHSS  |DC-FIT Contral LV3 Ixsml | 28°C
¥-PZ35  |DC-Auto Sampling Bottle 3 h;'ﬂfﬂ 1-30T
Al
. OC-ALts Sampling Botlie 3 100 .
VPZN | ithout bareode battles | '39C
DIAMNA,
V-PHIS | oc.sensoR sample Diluent | 2 X5 | 2g-c | ELERR
V-PHOE Txa0mL Ceres

REQUIRED MATERIALS MOT PROVIDED BY THE MANUFACTURER
Prepare these materials before measurement
s Wash 1 Sadium hypoachlorite 0.15% (0.10%-0.30% is accaptable)
= Purified water for wash: Distilled o de-ionized water
(1.0-10.0 MQem is scceptable)
« Sample cups
s« Printer paper: Thermal printer paper which fits the analyser

https:/fwww.eiken.co.jpfen/ifu
S5P available in EUDAMED { English )
REAGENTS

Reagents are stable until the date printed on the label assuming the container remaing
unopened at & storage temperature of 2-10 °C.

Latex Reagent (Suspension of latex particles coated with anti-human Hb, rabbit 1gG)
for DC-SEMSOR DIAMA, PLEDIA -----15 mL x 5 baottles; l;rﬂ.ﬂ HI] LH-HME
for OC-SEMSOR Ceres -----6 mL x ¥ bottles; apprax. 11

Stable for 4 weeks if stored back in a refrigerator after use rdm up clased.

Stable for 4 weeks on-board with cap elosed after use on DIANA, PLEDIA, and Ceres.

for OC-SENSOR MICRO, io -----7 mL x 2 botties; approx. 100 tests/bottle
Stable for 2 weeks on-board with cap closed after use on io and MICRD.

Buiffer {50 mM H-l—mﬂmryemyipwrazlne—u‘ -2-ethanesulfonic scid (HEFES))
for DC-SEMSOR DIAMA, PLEDLA -- S00mL x 1 bottle
for OC-SENSOR MICRO, ia 200 miL = 1 bottle
for OC-SEMSOR Ceres - -oe----- Q0 X 2 botthes; approx. 115 tests{botile
Stable for 4 weeks M-mrd on all analysers.
Mote: The number of tests per bottle varies depending on the usage.

WARNINGS AND PRECAUTIONS
Far by wino diagnostic use only.

L Befare perfarming measurement, be sure to read the instruction manual of the
analyser.

3 Full_.-nptes.:re and adjust the analyser before measurement.

4. Calibratar (FE v-PHS1, V-PHS2, W-PHO2) suitabde for the analyser to
crepte ealibration cunve. Follow its instruction for use when to creste & new
calibration curve.

5. If the measurement results excesd the messurement range, use Diluent of
Calibrator or OC-SEMSOR Sample Diluent (FEF] V-PHIS, V-PHOB) to dilute the
sample and perform measurement again,

6. Store the reagents at 2-10 °C and avoid freering.

7. Do not use reagents that have passed their expiration date.

B. On-board stability ean vary d ing on the conditions of measurement, such as
testsiday and laboratery environment. It is advised to close the bottle of Latex
Reagent with & cap when the measurement is not in process, especially with 0C-
SENSOR MICRO and o

9. The test sample may contain pathogens. Handle with care. After use, all samples
and other materials must be considered as medical waste and properly disposed

of.
Exarnple of trestment: Seak for 1 hour o longer in & sodium hypochlorite solution
(available chlorine concentration 1000 ppm or greater). (Neutralize anmy
substances that contain acids before soaking.) Alumﬁm. trest in anautn-:lm
at 121 °C for 20 minutes. (Do not treat any items which um hypochlorite
adhered to in this way.)

0. Dupol:el;fu_ resgents and containers as medicsl waste in sccordance with local

t
11. If the product is used in any way other than that specified here, the reliability of
measurernent results cannot be guarantesd. Be sure to follow the procedure.

12. A clinical diagnosis based on the measurement results must be & comprehensive
judgment made by the sttending physician, including factors such as clinical
symptoms and other test results.

LIMITATIONS
The test has not been validated for testing of p.ll.lenl‘_'l with all existing
haemoglobinopathies. Clinical consideration is recommended ¥

SAMPLE COLLECTION
Use the fallowing designated sampling device for collecting specimens,

OC-Aute Sampling Bottle 3 { EF]V-PZ25, V-P726 ) : Sald separately
Collect faecal samples by scraping the surfsce of the stools in different areas.
Collect the amount necessary to cover the groove of the probe.
Check that the faecal sample has beeome fully suspended in the buffer selution
inside DC-Auto Sampling Bottle 3.

PREPARATION OF REAGENTS

OC-SENSOR FIT Latex Reagent for OC-SENSOR PLEDIA, DIANA, MICRO, io
Ready Lo Lse.
Befare use, bring it to reom temperature (20-25 ') and invert the battle gently
seyeral times to assure uniform :u:p-enslnn
Dy naat imia I'i-_li#!m with anaother bottl

oC- SENSDFI Buffer for OC- SENSBR DHAMNA, PLEDIA, MICRO, o

Before Lue hﬂi'lgl.m buffer to reom temperature {20-25 T)L
D nat i buffer from another bottles.
Da nat use precipitated buffer, as precipitate may cause problems on analysers,

OC-SEMSOR FIT Latex Reagent for OC-SENSOR Ceres

[T
BieFarre s, invert the bottle gently several times to assure unifarm suspension.
Da nat mix reagent with another bottle.

QC-SEMSOR FIT Buffer for OC-SENSOR Ceres

T HERdy o oEE.
Do nat i buffer from anather bottle.
Do not use precipitated buffer, as precipitate may cause problems on analysers,
Mote: OC-SENSOR Ceres is equipped with refrigerated reagent slats so that the
reagents do not need to be brought ta room temperature.

TEST PROCEDURE

Perform messurements sccording to the instruction manual of the analyser.

1. Set the OC-SENSOR FIT Latex Feagent and Buffer on the designated locations in the
analyser.

L Input the parameters into the analyser.

3. Chack wabter, wash solution and drain tank wolumes.

4. Create calibration curve.

5. 5&t eontrol materials, OC-FIT Controls &3 internal control and start measurement.
Make sure the control values are within the acceptable range set by each lsboratory.

6. Set samples sampled with OC-Aute Sampling Bottle 3 and start measurement.

RESULTS
The resction of each sample is compared to the calibration curve that has been crested
previously. The concentration of hurman haemoglobin (ng/mL) is caloulated.
Conversion of units in OC-SENSOR 5 -_u'.ems is done in the fallowing equation:

g Hbfg stoal = 0.2 x (ng HbjmL bu

OC-SENSOR PLEDIA FIT IFU 20220526
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16. OC-SENSOR PLEDIA FIT IFU (2/2)
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@ Instructions for Use
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380362-A
INTERNAL QUALITY CONTROL
Each laborat shoudutnnlahaqmllr.ycmnlpm%-amtnm-onmdnperrormnce
af DC-SENSOH systerm. It is recommended to use DC-FIT Controls for the quality

cantrol in & laboratary.

OC-FIT Controls : Liquid, ready-to use controls sold separatsl
LW1 (FEF] V-PH53) LV2 (FIEF] W-PH54) LV3 ([FER V-PH59)

PERFORMANCE CHARACTERISTICS

1. Specific

In mernn with haemoglobin AD, OC-SENSOR FIT reagents can measure human
haemoglobin variants Hb-5 and Hb-C. The reactivity of variants can vary."

2. Aceuracy
When control samples of known concentration were measured, the value obtained was
within £15% of the indicated value.

3. Cut-off value
It is recommended for each laboratory to uunil_lah the cut-off value suitable for

purposes in seresning programs or diagnostic use,

4, Repeatability and Precision

When the same samples were measured in 2 replicates, twice a day, for 20 days
(ZuZx20), the coefficient of variation (CW) for the values obtained was 10% or less,
using ANOVA analysis. Examples of measurement of controls and fascal samples (N=BD
each) using OC-SENS0R PLEDIA and Ceres are shown below.

OC-S5ENSOR PLEDLA

samples Man Fepeatabiity Between-Fun BetweensDay Fredsion
Ingfmit) | SO ov 50 o 50 v 50 o
L1 143.7 20 1.4% 24 15% 0 13% 37 1E%
L2 4503 Bl 1LE% 12 03N 13 03% £3 1E%
L3 T14 11 15% L6 0% o ;] 1 1% 15 T 1%
51 Tis 1.7 2.3% iz 455 14 1.5% 39 53%
51 109.4 2.3 L1% 16 e ] LE 15% 4.5 4.1%
53 474.3 5.3 1.1% b4 1.3% LB 0% 22 1.T%
OC-SEMSOR Ceres
Mean Fepeatabiity Between-Fun EotweenDay Frecsion
Samples
Ingfma)| s [=] 50 o 50 v 50 o
LW1 145.7 LE L1% 05 03N 17 1% 14 1LT%
LvZ 453.0 34 OLE% 15 L 54 131% %] 15%
L3 739 L] LI% L] L% 11l 15% 17 13%
51 TEeT 0.8 1.1% 14 1% oz 10% 1B 13%
52 124.3 1.0 OLE% s DLER 11 L5 1B 1 4%
53 4613 3.1 OTR 34 OTH 6.3 1A% 7.8 1LT%
5. Measurement
Up to 1000 Agfml | Uglg stool)

Examples of measurement uding 0C-SENSOR PLEDIA result showed LIEP of 9 mgfml
[RF:] , LOG af 25 ngimil (5 ; OC-SEMSOR Cered showed LOD of & ngfml (1.2
MH% LOG af 20 mg/mlL 51 lﬁ,{lil] The walues can vary due to faecal nnriuﬂplu and
whether/how haemoglobin is spiked

6. Interference and Cross-reactivity

Following substances were added to sample snd the test results showed no
interference or cross-resctivity.

-hnimal hsem in

600 ngfml of bovine, equine, porcine, goat, sheep, rabbit, turkey and fish Hb
-Amimal meat extracts

2.0% from beef, pork, chicken, lamb, and figh 2.5% rabbit
-Todlet cleaners

10 'mL of Nuriper 10 mgfmL Bleach 1.3 mgfml of Blue Enzyme
-Co-existing substances el ym

25 g/l Bilirubin (free and conjugated) 15 gl Protein

0.6%: Lipids (intra 5} 4.0 gidlL Glueose

25 gl Pemuld:s'f &
-Supplements and drugs

2 L Ascorbic acid 3.1 pgfmi Iron

mig/dL Barium sulphate 0.2 pg/mL Laxative

2 mp/ml Glyeerol in enema

7. Sample Stability

Performance testing with the sample collection device demaonstrated that samples
stared at 2-10 "C for 26 days had 95 14.7%, st 25 "C for 7 days had 96£20.4%, for 14
days had 93£23.5%, and at 30 "C for 7 days had 89£20.5%, for 14 days had B4£23.6%
of hasmoglobin recovery (in-houte data, recowvery rate shown s mesntlSD).
However, the haemoglobin in some samples may undergo rapid denaturation or
degradstion, resulting in decreased haemoglobin values or false negatives. Samples
should be stored at 2-10 °C and analysed a3 soon as possible.

8. Comparison between analysers
When OC-SENSOR analysers, DIANA, MICRO, io and Ceres are compared with PLEDIA,
there were no significant differences in measurement.

9. Traceability and Standard Material
WHO Intermnational Standard MIBSC code 98/708, Certified Reference Material (ORM)
522 is used a3 the standard material. The wvalue was i using
cyanmethemoglobin method from the standard material to the internal standard.

10. Clinical Performance

from different screening programs using OC-Sensor systems are
summarized.
Colorectal Cancer detection rate at cut-off 100 ng/mL (20 pg'g stool)

Country Faositiee Rate PP Detection Rate N
%) 3] \per 1000}

Netherlands 55 BE 23 10,322
France ™ a5 72 232 19,797
Spain = EE& 51 31 11,162
Taiwzn & 1B ) 21 747,076

2/2

Colorectal Cancer and Advanced Adenoma detection rate at cut-off 150 agfml (30 pg/
g stosol)

Country PRV Detection Aate ]
(%) (per 1000}
i ‘Cancer B85 23
Prarc Advanced Adenoma ns g3 8,708

One study showed the reference intervals are 25-45 ng/mL (N=739) in the population
with normal eolonoscopy findings, and 435-759 ng/mL (N=91) in that with cancer and
advaneed sdenoma, respectively as 95% confidence interval.
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NOTICE

In case of securrence of any serious incident that has sccurred in relation to the device
shall be ted to the suthorised representative, the manufscturer, and the
competent authority of the Member State in which the user andjor the patient is
established.

OC-SENSOR FIT Latex Reagent containg the following material.
Prain300 CAS No. 55065-B4-3
May couse an allergic skin reaction.
Avoid bresthing dust/fume/gas/mistvapours spray.
Wear protective gloves,
I an skin: Wash with plenty of soap and water.
If skin irritation or rash ecours: get medical attention.
WARNING  Dispose of contents{container in sccordance with
le alfregional national finternational regulations.

Eiken Chemical Co., Ltd
4-18-0 Taitn, Taito-ku, Tokys, 110-8408 JAPAN
Tel: +81-2B0-56-1250 Fax +81-280-56-2422

EXPLANATION OF SYMBOLS
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Usstydes  [W5] nISRTON® S Boiogios s
R St~
[vD] C€o1zs
Advena Ltd.
n Tower Business Centre, Ind Fir,, Towar Street,
Swatar, BICR 4013 Malts

EIKEN CHEMICAL CO, LTD.
u @ £50-3 Te, Tt Tokry 116-0000 AP
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IFU on our website / IFU sul nostro sito web [ IFU en nuestro
sitio web / IFU sur notre site web [ IFU auf unserer Website

380363-A

OC-FIT Calibrator

for OC-SENSOR MICRO, DIANA REF|V-PHS51
for OC-SENSOR io, PLEDIA REF| V-PH52
for OC-SENSOR Ceres REF| V-PHO2
INTENDED USE

OC-FIT Calibrator is intended for use as a calibrator used togather with OC-
SEMS0R FIT reagents on the dedicated automated immunochemical
analtysers [C-SEMS0R series] to measure fascal haemoglobin.
OC-SEMSOR FIT reagents are in viro diagnostic reagents intended for the
quantitative measurement of human hasmoglobin in faeces. OC-SENS0R FIT
reagents aid in the diagnosis of colorectal cancer, neoplasia. dysplasia, polyps.
and other disorders associated with gastrointestinal bleeding in conjunction
with other clinical findings. The test can be ufilized in colorectal cancer
screening for asymptomatic population as well as in diagnostic aid and
monitoring for sympiomatic patients. The test is noninvasive, using
stoolfaeces as test sample. The reagents are wsed on the dedicated
automated analysers by qualified personnel in clinical lsboratories and
hospitals.

MATERIALS PROVIDED

Produst Conmmpaiible
Produef name Confents Slorage o
. MICRD
- L v
W-PHS51 | OC-FIT Calibrator 1x3mL 2-4°C DIANA
) . in,
W-PH52 | OC-FIT Calibrator 1x3mL 24°C PLEDIA
W-PHO2 | OC-FIT Calibrator Bx 1 mL 24 °C Ceres
MATERIALS REQUIRED BUT NOT PROVIDED
i Praduct name Contents | Storage | Compatible
V.PZ01  |OC-SEMSOR FIT Latex Reagert | Sx15mL | 210°C | puama,
WV-PZD3  |OC-SENSOR FIT Buffer 1x500mL | 2.0%c | PLEDIA
WAPHAB  [DC.-SENSOR FIT Latex Reagert | 2x7ml | 210°C i
WPHAD  [DC-SENSOR FIT Latex Reagest | 2x7ml | 210°C | MICROD
WAPHSE  [DC-SENSOR FIT Buffer 1x200mL [ 210°C | MICRO, o
OC-SENS0OR FIT
NePHOT Latex Reagert 2x6mL | 210°C Ceres
Buffer 2% 20 mL
VAPHSS | DC-FIT Cantral L 2xEml | 24°C
“WFPH54 | OC-FIT Control LV2 2x5mL | 24°C A
WPHSS | DC-FIT Contral Lv3 2x5ml | 24°C
WPZ25 | OCsAute Sampling Bottle 3 100 botiles [ 1=30°C
- A
] OC-Aute Sampling Botke 3
L= B Iistru 100 bottles | 1=30°C
DIANA,
“PHIS | 0C.SENSOR Sampbe Diuent Iudfml | agec ,:g%""h
W=PHOB T x 20 mL Ceres

REQUIRED MATERIALS NOT PROVIDED BY THE MANUFACTURER
Prepare these matenals before measurement
« \Wash solution: Sodium hypochlorite 0.15% (0.10%-0.30% is acceptabl=)
= Purified water for wash: Distilled or de-ionized water
{1.0-10.0 M{lcm is accepiable)
» Sample cups
= Printer paper: Thermal printer paper which fits the analyser

REAGENTS
OC-FIT Calibrator is liquid and ready to use requiring no preparation.
For OC-SENSOR MICRO, DIANA
OC-FIT Calibrator Hb 2000 ng/mL 1 x3mL
OC-FIT Calibrator Diluent 1x45mL
For OC-SENSOR io, PLEDIA
OC-FIT Calibrator Hb 1000 ng/mL 1 x 3mL
OC-FIT Calibrator Diluent 1x 45 mL

For OC-SENSOR Ceres
OC-FIT Calibrator Hb & levels Gx1mL
CAL1. © CAL2 B25ng/mL CAL3. 125 ng/mL

CAL4. 250ngimL CALS S00ngiml  CALS. 1000 ngiml

STORAGE
OC-FIT Calibrator is stable until the date printed on the label when stored at 2-
8 C.

hittps://www.eiken_co jpfen/ifu
55P available in EUDAMED | English ]'

WARNINGS AND PRECAUTIONS

Far in witro diagnostic use only.

Do mot freeze this product.

Do not use expired producis.

Air bubbles on the surface of the product after being added into sample

CUps Can cause an emonsous measurement. The bubbles should be

remowed.

5. OC-FIT Calibrator uses material derived from human blood. Only blood
testing negative for HBs antigens, HIV (HIV-1 and HIV-2) anfibodies and
HC'W antibodies is used, but the presence of pathogens and infection risk
cannot be completely ruled out. Therefore, the product should be handled
carefully in the same manner as patient samples to ensure safety.

&. Use specific calibrator dedicated to a type of analysers and follow
instructions in the user manusl.

T. Awoid contamination and evaporation by sealing the bottle propery with a
cap and put it back in the refrigerator after use. It is advised to minimize
the time left in room temperature and keep the calibrator refrigerated when
not in use. In-use stability can be altered if the instruction is not follewed.

B =

PROCEDURE
Create calibration curve in the manner described in the user manual of the
automatic analysers.

[OC-SENSOR PLEDLA, OC-SENSOR DIANA, OC-SENSOR io]

Add G040 pL (12 drops or more) of OC-FIT Calibrator into 8 sample cup. Add 2
ml {or more) of OC-FIT Calibrator Diluent inio ancther sample cup. Set these
sample cups on & rack according to the user manual and create calibration
curve.

[OC-SENSOR MICRO]

Add 400 pL (8 drops or more) of OC-FIT Calibrator into a sample cup. Add 2
mL {or more) of OC-FIT Calibrator Diluent inio another sample cup. Set these
sample cups on & rack according to the user manual and create calibration
curve.

[OC-SEMNSOR Ceres]

Add 150 pl (3 drops or maore) of & levels of OC-FIT Calibrator individually into
& sample cups. Set these sample cups on a rack according to the user manusal
and create calibration curve.

Male: Vlure of 1 drap from the vial of OC-FIT Calibrator is appreaimabsty 50 pL.

MWew calibration curve should be created;

= When the lot (batch) of latex reagent is changed.

+ \hen the measurement value of OC-FIT Control (L 1LV2V3) is not within
the control range.

« \When opaned latex reagent is usad over 2 weeks.

« After maintenance support procedures.

In-Use Stability

OC-FIT Calibrator is stable for 2.5 months (10 weeks) after opening. The
stability for this period is kept if it is capped properly and put back in the
refrigerator when not in use. In-use stability can be altered in case of
contamination, evaporation andfor storage at improper temperatures.

NOTICE

In case of occumence of any serious incident that has occumed in redation to
the dewice shall be reported to the suthorised representative, the
manufacturer, and the competent authorty of the Member State in which the
usar andlor the patient is established.

EXPLANATION OF SYMBOLS

[LOT] Batoh code il Mautachurer [T Sonmammatucins
G Usbydss (V0] ot o™ dih  Bilogioal risis

oo | @?KE: GHEMICAL CO, LTD.

#=10-0 Taho, Talto-au, 110-8408 JAPAN
hlll-—.—.nw

Date of issuance: 2022-05-26

OC-SENSOR PLEDIA FIT CALIBRATOR IFU 20220526
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18. OC-SENSOR PLEDIA FIT CONTROL IFU

Hiaith

@ Instructions for Use

IFU on our website [ IFU sul nostro sito web / IFU en nuestro
sitio web [ IFU sur notre site web | IFU auf unserer Website

380365-A

OC-FIT Control

LV1 V-PH53
LV2 V-PH54
LV3 V-PH59

INTENDED USE

OC-FIT Contral L1213 are intended for use as aninternal quality control
in faecal immunochemical tests for haemoglobine They are especially
compafible with OC-SENSOR  FIT reagents on  the automated
immunochemical analysers [DC-SEMSOR  seres]) to measure faecal
hasmoglobin.

OC-SENSOR FIT reagents are in vitro diagnostic reagents infended for the
quantitative measurement of human haemoglobin in faeces. OC-SENS0R FIT
reagents aid in the diagnosis of colorectal cancer, neoplasia. dysplasia, polyps.
and other disorders associated with gastrointestinal bleeding in conjunction
with other clinical findings. The test can be utilized in colorectal cancer
scresning for asymptomatic population as well as in diagnostic aid and
monitoring for symptomafic patients. The ftest s noninvasive, using
stoolfaeces as test sample. The reagents are wsed on the dedicated
sutomated analysers by gqualified personnel in clinical lsboratores and
hospitals.

MATERIALS PROVIDED
Product eode Product nams Conlenfs | Starape ana
W-PHS3  [OC-FIT Control L1 2x5mL | 2-8°C
W-PHE4  [OC-FIT Control L2 2x5mL | 2-8°C All
W-PHES  (OC-FIT Control LWV3 2x85mL | 2-8°C
MATERIALS REQUIRED EUT NOT PROVIDED
Product code FProduct name Contanis | Siorage analysar
W-PZ01  |OC-SENSOR FIT Latex Reagent | Sx15mL | 240°C | muawa,
WPZIG  |OC-SENSOR FIT Buffer 1x500mL| 2.10°C | PLEDIA
VePH18  |OC-SENSOR FIT Latex Reagent | 2x7ml | 2.90°C i
VePHI)  |OC-SENSOR FIT Latex Reagent | 2x7ml | 2.00°C [ MICRO
VePH4E  |OC-SENSOR FIT Buffer 12200 ml| 2-10°C | MICRO, ia
OC-SENSOR FIT
WePHO Labex Reagent 2aBml | 2.00°C Ceares
Buffier 2x 20 mL
MICRO,
VePHE! | OCHFIT Calibr 1x3mL | ZB°C
e &3 m
i,
VePHE2  |OCHFIT Calibratoe txdml | 287%C | oo
VePH2  [OC-FIT Calibratior BximL | ZB°C Ceares
VePZ25  |OCehuto Sampling Botile 3 100 bottles | 1-30 °C
OC-fuln Samplng Boblk 3 . Al
VPEZE | o 100 botties | 1-30 °C
DANA,
PRI | oc.sENSOR Sample Dileent Sxasml (g Eﬁ%’%
| MICRO, ia |
WFHOA 2 x 30 mL Cenes

REQUIRED MATERIALS NOT PROVIDED BY THE MANUFACTURER
Prepare these materials before measurement

= \Wash solution: Sodium hypochlonte 0.15% (0010%—0.30% is accaptable)
» Purified water for wash: Distilled or de-ionized water
(1.0-10.0 M{cm is acceptable)
= Sample cups
= Printer paper: Thermal printer paper which fits the analyser

REAGENTS
OC-FIT Conirol is Bguid and ready to wse requiring no preparation.

OC-FIT Controd L1 {Middie) 2= 5mL
OC-FIT Control Ly2 {High) 2=5mL
OC-FIT Control L3 {Low) 2= 5mL

The haemaoglobin concantration range is printed on the labels of a bottle.

STORAGE
QC-FIT Control is stable until the date printed on the label when stored at 2-
B*°C.

55P available in EUDAMED

https:/fwww.eiken.co.jp/en/ifu
E English )

WARNINGS AND PRECAUTIONS

Far in wiro disgnostic use only.

Do not freeze this product.

Do not use expired products.

Air bubbdes on the surface of the product after being added inta  sample

cups can result in emonecus measwrement. The bubbles should be

remaoved.

OC-FIT Control uses material derived from human bloed. Only blood

testing negative for HBs antigens, HIV (HIV-1 and HI\-2) antibodies and

HCV antibodies is used, but the presence of pathogens and infection risk

cannot b completely ruled out. Therefore, the product should be handled

carefully in the same manner as pE‘IIEI'I't samples o ensure safety.

& When usad on the OC-SEMS0R series analysers, OC-FIT Conérol muest
be used with OC-FIT Calibrater {REF] W-PHS1, V-PHSZ, V-PHOZ)
dedicated to each analyser.

7. Awoid contamination and evaporation by sealing the bottle property with a
cap and put it back in the refrigerator after usa. It is advised to minimize
the time left in room temperature and keep the control refrigerated when
not in use. In-use stability can be altered if the instruction is not followed.

il el

o

PROCEDURE

Minimum requirement is to analyse the OC-FIT Control LV and L2 before
sample analysis on a daily basis. Analyse OC-FIT Control LV3 as required.
Follow the detailed measurement procedurs in the user manual of the
automatic analysers.

Add an appropriate amount of OC-FIT Control into a sample cup and then
operate the automatic analyser according to its instrucSions. For a single
messurement, it uses 150 pL (3 drops) of OC-FIT Control, including a dead
wolume of 100 pL of a sample cup. For a duplicated measurement, it uses 200
pL (4 drops).

When the measurement value of OC-FIT Control (LVLV2ILYI) is not within
the conirol range sat by each |aboratory, new calibration curve should be
created.

Maote: Wolume of 1 drop from the vial of OC-FIT Control is approximately 50 pL-

In-use stability

OC-FIT Control is stabde for 2 months after opening. The stability for this period
is kept if it is capped properly and put back in the refrigerator when not in use.
In-use stability can be altered in case of contamination, evaporation andfor
storage at improper temperatures.

NOTICE

In case of occumence of any serious incident that has cccumed in relation to
the device shall be reported to the authorised representative, the manufacturer,
and the competent authority of the Member State inwhich the user andfor the
patient is established.

EXPLANATION OF SYMEBOLS

(Of| Bahoods gl Manutactaer TH] g o
i Ustyese [0 [EETERE @ Skogdee
[VD] C €o12s

Advena Ltd.
B Towsr Business Camtr, P, Towr Sreet

sl @& Ecen crEmicaL co, L.
Hﬁ“mm:w‘lmm

Date of issuance: 2022-05-26
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19. OC-SENSOR PLEDIA FIT SMP DILNT IFU

Hiaith

@ Instructions for Use

IFU on our website [ IFU sul nestro sito web f IFU en nuestro
sitio web | IFU sur notre site web [/ IFU auf unserer Website

380364-A

OC-SENSOR Sample Diluent

for OC-SENSOR DIANA, PLEDIA, MICRO, lo  REF|V-PH19
for OC-SENSOR Ceres REF|V-PHOB
INTEMDED USE

OC-SENS0OR Sample Dilwent is intended for use as a high concentration
sample dilvent used together with OC-SEMNSOR FIT reagents and OC-FCa
Reagent on the automated immunochemical analysers [OC-SENS0R senies]
to measure faecal haemoglobin and calprotectin.

QOC-SENSOR FIT reagents are in vifro diagnostic reagents intended for the
guantitative measurement of human hasmaglobin in faeces. DC-SENSOR FIT
reagents aid in the diagnosis of colorectal cancer, neoplasia. dysplasia, polyps.
and other disorders associated with gastrointestinal bleeding in conjunction
with other clinical findings. The fest can be ufilized in colorectal cancer
screening for asymptomatic population as well as in diagnosfic aid and
mionitoring for symptomatic patients.

0OC-FCa Reagent is in vitro disgnostic reagent intended for the quantitative
measurement of calprotectin, inflammatory protein, in fasces. The OC-FCa
Reagent aids in diagnostic and maonitoring of inflammatory bowel diseases
(IED; e.g. ulcerative colitis, and Crohn's disease) in conjunction with other
clinical findings. The test can be wiilized in diagnostic aid and in monitoring for
symptomatic patients.

The tests are noninvasive, using stoolfaeces as test sample. The reagents are
used on the dedicated automated analysers by qualified personnel in clinical
laboratories and hospitals.

MATERIALS PROVIDED
Product code Product name Contents Cg‘f"}j;::‘f'“
VPHIg gﬂi’?%ﬁﬂ Ix45mL D%R%EE“’"
VPHOE gﬂi’?%ﬁﬁﬂ Zx20mL Ceres

MATERIALS REQUIRED BUT NOT PROVIDED
Faor Haemoglobin Measurement

OC-SENSOR FIT Latex Reagent, Buffer

OC-FIT Calibrator

OC-FIT Control

OC-Aute Sampling Botile 3

Faor Calprotectin Measurement
0OC-FCa Reagent

OC-FCa Calibrator

OC-FCa Control

OC-Aute Sampling Botile 3

COMPOSITION

OC-SENSOR Sample Diluent is liquid and ready to usae.

It contains buffer solution (HEPES; MN-2-hydrosyethyl piperazine-N-2-
ethanesulfonic acid).

The container is made of polyethylene (PE), the cap is made of polypropylene
(P#), and the case is made of paper.

STORAGE
This product is stable up to the date printed on the label as long as it remains
unopenad at a storage temperature of 2-8 *C.

PROCEDURE

Dilution procedure should be followed in the manner described in the user
manual of the automatic analysers.

[OC-SENSOR DIAMA, OC-SENSOR PLEDIA]

Set a high concentration sample, an empty sample cup and a sample cup with
2 mL {or more) of the diluent on a dedicated rack. Dilution is performed
automatically before measurement on the analyser.

[DC-SENSOR MICRO, OC-SENSOR io]
Manually dilute high concentration samples with the diluent, add the diluted
sample in a sample cup and measure on the analyser.

[OC-SEMSOR Ceres]

Set the diluent WHPHOE) in the dedicated reagent slet on the analysar
with 8 cap open. Diution is parformed automatically before measuremeant on
the analyser.

5SP available in EUDAMED

https:/ fwww.eiken.co_ jpfenfifu
{ English

WARNINGS AND PRECAUTIONS

1. For i witro diagnostic use only.

2. Do not use OC-5ENS0OR Sample Dilwent for any purpose other than dilution

of high concentration samples.

Do naot freeze.

Do not use OC-SEMS0OR Sample Diluent after the expiry date.

Air bubbles on the surface can cause an eroneous measurement. The

bubbles should be removed.

&. The test sample may contain pathogens. Handle with care. Afier use, all
samples and other materials must be considered as medical waste and
properly disposed of.

7. Dispose of used reagents and containers as medical waste in accordance
with local regulations.

A e L

NOTICE

In case of occumence of any serious incident that has cccurred in relation to
the device shall be reported to the authorised representative, the manufacturer,
and the competent authority of the Member State in which the user and/or the
patient is established.

EXPLANATIONS OF SYMBOLS

R vee  [m mAvdoe o LT
Containe suffichsnt

[VD] C €o12s

Advena Ltd.
Tower mmmn-,t—m

ull & sxecremcas co;

Date of issuance: 2022-05-26
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@ Instructions for Use

Hikow!

341840A-A

OC-Auto Sampling Bottle 4 VAPZﬁE
(For OC-SEMNSOR series)

INTENDED USE
The OC-Auto Sampling Botile 4 is designed as a specimen container for measurement of haemaoglobin in faeces in using together with automated faecal occult blood
analysers. Therefore it is ideally suited for use as a sample collection device that can be used to easily collect a constant amount of fasces.

PROCEDURE FOR SPECIMEN COLLECTION
1.  Remawve the green cap by tumning to the left and pulling upwards.
2. Collect the faecal sample with the sampling probe by scraping from different areas of the surface of the fasces.
Collect the amount enowgh o cover the groove of the probe.
3. Insert the sampling probe to the sample colleciion device and tighten the cap. Do not repeat more than onca.
4. Shake the bottle vigorously up and down several times.
Mote.
If the fasces is hard, moisten it with water before collecting the sample wsing the sampling probe.

STORAGE
The sample collection device is stable until the date printed on the label assuming the botfle remains unopened &t a storage temperature of 1-30 °C.

STABILITY AFTER SAMPLING

Performance testing with the sample collection device demonstrated the stability of haesmoglobin recovery (in-house data, recovery rate shown as meant250). Details
are shown inthe tshle below. However, the haemoglobin in some samples may undergo rapid denaturation or degradation, resulting in false negatives. Therefore,
samples should be stored at 2-10 *C and analysed as soon as possible.

Storage Recovery rate

=0T T3 45 % for 2B days | 98 £ 535 % for 55 days |
25T B0 £ 78 % for 28 days 83 + 68 % for 55 days
T 68 £ 36 % for 2B days B6 + 40 % for 42 days
AT UT £ 4.7 % for 14 days B4+ 115 % for 28 days
T G5 + 4.5 % for 3 days B2 X TO0CT % for 7 days

COMPOSITION AND DESCRIPTION

Sampling bottles contain buffer (HEPES; N-2-hydroeyethyipiperazine-N'-2-ethane- sulfonic acid, 2 mL). Sampling boitles are made of polypropylene (PP) and their
bottoms sealed with two layers of aluminium. Sampling probes are made of acrylonitrile butadiene styrene (ABS) resin, and filters and collection bags are made of
polyetiniena (FE).

WARNIMNGS AND PRECAUTIONS

For in vitro diagnostic use only.

Dho nigk pour out any fluid in the sample collecfion device, or add water to it.

Do not break the aluminum seal.

Do niot obtain fascal samples during menstruation.

Do niot use the sample collection device by placing it in direct contact with the body.

Do niot use the sample collection device for any purpose other than collecting fascal samples.

Sitore the sample collection device in a location that is out of the reach of children.

Perform the measurement as soon as possible after sample has been fransported. If analysis is not immedistely possible, store the sample collection device in

the refrigerator at 2-10 *C and analyse &s s0on a5 possible.

9. After removing the sample from the refrigerator, be sure to completely retumn it to the room temperature bafore using.

10. D not use the sample collection device that has passed its expiration date.

11. The test sample may contsin microorganisms. Therefore use caution when handling. After use, all samples and other materials must be considensd to camy a
risk of infection and must be freated accordingly.

12. Dispose of used reagents and containers as medical waste in accordance with local regulations.

13. The bufier in the sampling botfles contains a tosic material, sodium azide (MaMa <0.1 %). Be sure not to contact with skin, eyes, and mouth. In case of exposure,
wash vigorously with water and call a doctor for treatment adwice.

M m s e

PRODUCT CODE, PRODUCT NAME AND STORAGE

Product code Product name Confants Storage
I VAPZSS OC-Auto Sampling Bottle 4 without barcode 100 botiles 1-30 °C
REFEREMNCE

1. T.Takeshita et al.: Journal of Coloproctology, 38: T80-T83, 1085,

)

d () EIKEN CHEMICAL €O, LTD.

4-19-8, Taito, Tato-ku, Tokyo 110-8408, Japan
Distributed by

PROHEALTH ASIA PACIFIC Pty Ltd
Suite 1084, 20 Lexington Drive, Bella Vista MSW 2153 Australla

I=
JL
D
JL Y,

X

(Dabe of ravisien: Decambear 1, 2023}

OC-SENSOR PLEDIA FIT SAMPLE BOTTLE IFU 20231201
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OPERATOR CERTIFICATION

Rttty

MODULE EXPL'D DEMO’D INITIAL'D
1 SET UP AND LOGIN
2 SET REAGENTS AND SAMPLES
3 TEST WORK
4 STAT TESTING
5 CLOSING AND SHUTTING DOWN
6 CALIBRATION
7 SETTING THE REAGENTS
8 NOTE 1: PRME & CELL BLANK
<) NOTE 2: TEST MODE & DILUTE RETEST
10 SETTING CALIBRATION CURVE & CUT-OFF
11 OUTPUT OF MEASURED DATA
12 QC SCREEN & SETTING RACK BARCODE
13 OPERATOR ID
14 PREPARATION OF REAGENTS
15 OC-SENSOR PLEDIA FIT IFU (1/2)
16 OC-SENSOR PLEDIA FIT IFU (2/2)
17 OC-SENSOR PLEDIA FIT CALIBRATOR IFU
18 OC-SENSOR PLEDIA FIT CONTROL IFU
19 OC-SENSOR PLEDIA FIT SMP DILNT IFU
20 OC-SENSOR SAMPLE BOTTLE IFU
NAME & COMPANY SIGNED DATED
OPERATOR
TRAINER

OC-SENSOR PLEDIA Simple Operation Manual - 1ISO15189 Support (Rev.1.5.2)
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