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1. SET-UP AND LOG IN 

● Set Up OC-SENSOR PLEDIA

(1) Set thermo-sensitive paper.
(2) Turn the system power switch on (on the right side).
     【LOGIN】 screen will be displayed

● 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.

● Remarks

If [LOGIN/LOGOUT] > [LOGOUT] is selected in 【LOGIN】
screen, only [Prep functions], [Help] and [Close] will be
enabled as below.

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

In order to change user (logout)

Touch [ID] field in【MENU】screen to show【LOGIN】
      screen.
  Select >[LOGOUT].
  Login as above procedure.

1

The other buttons cannot be selected.
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● Set Reagents

(1) Check the level of purified water and wash solution.
Refill purified water and wash solution if not enough.
If 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>

● 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).
  In case of measuring both OC-Control LV1 and LV2,

set them in the same order every time.
  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 1st 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) Set racks on the rack supply unit. (Right side).

LV1

LV2

1 2 3 4 5 6 7 8 9 10

● 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.

2

2. SET REAGENTS AND SAMPLES
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●Start Testing
(1) Go to Test screen.
  Press [Test] button on the 【MENU】 screen.
(2) Check the settings of 【Test】 screen.
  See [Test Mode]. <P.9>

(3) Check the settings of LATEX and calibration curves.
  See [Settings Of Latex / Calibration Curve]. <P.10>

(4) Start test.
  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.
➢ After sampling, racks will be discharged to the rack discharge unit 
(Left side).

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

(5) Testing is completed.
  【The analysis is completed】 screen will be displayed.
  Press [Close] button.
  The screen will go back to 【Test】 screen.
  Press [Completed] button and then press [Close] button.

➢ 【MENU】 screen will be displayed.

●Addition Of Sample Racks - 1
< Test under the same conditions >
(1) Set racks on rack supply unit during test.

 Sample-guide will move toward you.
(2) Measure mode is recognized by rack barcode automatically.

Light Blue
Blue

Sample rack
STD/QC rack

Yellow-Green Retest rack
Orange Dilute retest rack
The "Light Blue rack" and the "Yellow-Green rack" can set 

only sampling bottle

●Remarks
Settings the time between rack installation and operation.
【Settings】 → （【System settings】） → 【Config】 
Input the time of “Sensor response time”. (0 to 60 sec)

<Test samples with different settings>

(1) Press [Additional test] button during test.
(2) Set items to change.
  [Rack No.]: Input first rack number
      [Rack]: Input the number of racks of additional tests.
➢ After testing, the settings will return to the original.
➢ In case [Rack] is “*”, analysis will continue with the changed 
settings. 
  Press [Continue] button and then press [Rerister] button.

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

●Addition Of Sample Racks - 2



●STAT

(1) Press [STAT] button during testing.
      After sampling of analyzing rack, the <Fig. A> is displayed.
  Only sample racks (light blue) or STD/QC racks (blue rack)

      are available.
 Retest rack (Yellow-Green rack) and dilute retest rack
(Orange rack) are unavailable with STAT mode.

(2) After <Fig, B> is displayed, set the rack as the screen shows.
 Rack barcode must be toward you.

(3) Press [Start] button.
  <Fig, C> will be displayed.
  <Fig, D> will be displayed.
  Sequence No. is from S-00001.

(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.

5OC-SENSOR PLEDIA Simple Operation Manual - ISO15189 Support ( Rev.1.5.2)

4. STAT TESTING

Fig. A

Fig. D

Fig. C

Fig. B



(1) 【MENU】 → 【Close】 

(2) Select the settings < Recommended mode >

 Weekday and Weekend
➢ Close mode
➢ Cell wash
➢ Exchange to p. water
➢ Soak washing

  Suspension for more than 7 days
 ➢ Close mode

➢ Cell wash
➢ Exchange to p. water
 ➢ Soak wash
  Suspension for more than 3 months

➢ Long suspension
➢ Cell wash
➢ Exchange to p. water

  

◯YES    ●NO
◯YES    ●NO
●YES    ◯NO

◯YES    ●NO
●YES    ◯NO
●YES    ◯NO

◯YES    ●NO
●YES    ◯NO   

(3) Press [Continue] button and then press [Start] button.
     (Closing action will start)
  After closing, OC-SENSOR PLEDIA will be turned off the

power automatically.
  If "exchange to p. water" is "YES", "Operation guide" will be displayed.
  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.

● Settings of auto start up
 Press [Setting of auto start up] button at 【Close mode】 screen.
(1) Auto start up
 Put ■ 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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● 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.

5. CLOSING AND SHUTTING DOWN

● Close OC-SENSOR PLEDIA



(1) Pour 2ML (or more) of OC-Calibrator Diluent into a sample cup
       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.
      Set QC-samples on 9th and 10th if needed.
(4) Input the concentration of OC-Calibrator 2.

 MENU】 → 【Settings】 → 【Protocol settings】
 Select [CC protocol settings] to use.
 Input the number of replication.

      Input the concentration of OC-Calibrator 2 written on the label of 
         the vial.
      [Continue] → [Register]
(5) Set the rack. (see [●TEST WORK] <P.3>).

 【MENU】 → 【Test】
 Set the rack on the rack supply unit.

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

(7) Press [Start] button.
     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
        displayed as below figure. Press [Continue] button to continue.

8) Test Completed)
    After test, 【Check CC】 screen will be displayed..

    Check the result and press [Register] button.
   <JUDGEMENT>

       ➢ It is acceptable with white square ( ) at the side of
          “STD-#”, not turned red.

       ➢ See [●Addition of Samples -1 or -2] <P.3> to continue the test.

● Remarks
Calibration Curve creation is acceptable anytime during test.
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6. CALIBRATION

OC-Cal 2
OC-Cal 

Diluent

Empty cups (4)

OC-Ctrl LV1

OC-Ctrl LV1●  Calibration Curve Creation



(1) 【MENU】 → 【Set latex】
(2) Press the white frame of [Barcode] to set.

The barcode reader will flash.
(3) Pull down the green unit.
(4) Place barcode label of LATEX toward you and set LATEX bottle in
      the entry.

Barcode number will be displayed.
(5) Take LATEX bottle and push back the green unit to the original
      position.
(6) Invert LATEX bottle several times gently and open the cap.
(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.
  Volume of latex will be detected automatically.

● How To Set LATEX

● How To Set BUFFER

① ② ③ 

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

(2) Close the cap.
(3) Select 【MENU】→【Set latex】.
(4) Enter [Lot No.].
(5) Select [Reset] → [Close].
     Prime will start automatically.

Cap spacer

(1) Open the cap of purified water tank and refill

 Please do not lose the cap spacer.

  (2 )Close the cap
   (3) Normal prime operation
  see [●Prime Operation] <P.8>

For making a 0.15% solution;
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.

(1) Make Wash solution.(0.15% NaOCl 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 [●Prime Operation] <P.8>

 Refresh the purified water every day.

Cap spacer

7 8OC-SENSOR PLEDIA Simple Operation Manual - ISO15189 Support ( Rev.1.5.2)

7. SETTING THE REAGENTS

●How To Set The Purified Water

●How To Set The Wash Solution



● Prime Operation
(1) 【MENU】 → 【Prep Functions】 → 【Prime】
(2) Select [Normal prime] and [●Yes] of items needed.

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

● 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.
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8. (NOTE 1): PRIME & CELL BLANK



●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
  Select [1 day], [2 day] or [3 day].
  Regarding how to set the rack of each method, please

check the “Operation Manual”.
(5) Measure mode
  Test: Measure mode is recognized by rack barcode automatically

     ➢ Light blue rack: Sampling bottles will be punctured.
         ➢ Yellow-Green rack: Sampling bottles will not be punctured.

 Retest: Sampling bottles will not be punctured even with
light blue rack.

(6) Test start point
  Test will start from this position of first rack which is set in

this mode.
(7) Key mark
 Yellow : Settings cannot be changed.
 Gray : Settings can be changed.

1 2 3 4 5 6 7 8 9 10

Mode 2

●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 1st 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.

OC-Calibrator Diluent

Sample 1 Sample 2 Sample 3

x15 x250 x15 x250 x15 x250

Samples and cups setting
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9. (NOTE 2):  TEST MODE & DILUTE RETEST

Mode 1

1 2 3 4 5 6 7 8 9



● Setting Of Latex / Calibration Curve
(1) 【MENU】 → 【Test】 → 【Latex settings】
(2)【1st latex】 
        Input LATEX position No. (1, 2 or 3) for test.

   Input calibration curve No. (1 to 6) of the 1st LATEX.
(3) 【2nd latex】 (1st spare latex)

  Input calibration curve No. (1 to 6) of the 2nd LATEX.
(4) 【3rd latex】 (2nd spare latex)

 Input calibration curve No. (1 to 6) of the 3rd 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) 【MENU】 → 【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)【MENU】 → 【Settings】 → 【Protocol settings】 →

【Sample/QC Protocol】
(2) Input cut-off value of
  [3 Cut off 1]
  [4 Cut off 2]
  [5 Cut off 3]
 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.
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10. SETTING CALIBRATION CURVE & CUT-OFF



(1) 【MENU】 → 【Data processing】 → 【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

             ➢ Selected data will be displayed.
             ➢ [Select] button will be changed to [Clear] button.

Blue

【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

(6) Press [Output] button.
Select the output destination.

 Select [Printer], [External media] or [Online].
(7) Press [Start] button.

【Select start】 【Selecting】 【Select end】 
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11. OUTPUT OF MEASURED DATA

●How To Output Measured Data

【Test data】 screen



(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
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12. QC SCREEN & SETTING RACK BARCODE

● Check QC Screen (during Analysis)

● How To Set The Rack Barcode

▽ Measure mode will be distinguished by rack barcode.

▽ 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.
  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

▽ Information of tested samples can be checked/printed in this

function.

(1) 【MENU】 → 【Test】 → 【Rack info】
(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 return to 【Test】 screen.



●How to Set Operator ID

(1) Select [Register] in LOGIN】screen.

[ID], [NAME], [PASSWORD] will be enabled.
(2) Enter [ID], [NAME], [PASSWORD].

ID (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].

●Remarks

First registered operator will be set as administrator. The
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.
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13. OPERATOR ID



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

o Before use, bring it to room temperature (20-25 ℃) 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.

● OC- SENSOR FIT Buffer (V-PZ03)
o Before use, bring the buffer to room temperature (20-25 ℃).

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.

● 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.

 
 

 
 

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



16OC-SENSOR PLEDIA F I T  I F U  2 0 2 2 0 5 2 6

OC-SENSOR PLEDIA IFU’s
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15 OC-SENSOR PLEDIA FIT IFU (1/2)



18OC-SENSOR PLEDIA F I T  I F U  2 0 2 2 0 5 2 6

16. OC-SENSOR PLEDIA FIT IFU (2/2)



19OC-SENSOR PLEDIA F I T  C A L I B R A T O R  I F U  2 0 2 2 0 5 2 6

17. OC-SENSOR PLEDIA FIT CALIBRATOR IFU



20OC-SENSOR PLEDIA F I T  C O N T R O L  I F U  2 0 2 2 0 5 2 6

18. OC-SENSOR PLEDIA FIT CONTROL IFU



21OC-SENSOR PLEDIA F I T  S MP  D I L N T  I F U  2 0 2 2 0 5 2 6

19. OC-SENSOR PLEDIA FIT SMP DILNT IFU



22OC-SENSOR PLEDIA F I T  S A MP L E  B O T T L E  I F U  2 0 2 3 1 2 0 1

20. OC-SENSOR SAMPLE BOTTLE IFU



OPERATOR CERTIFICATION  

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

9 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
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NAME & COMPANY SIGNED DATED

OPERATOR

TRAINER
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