
CoaguChek® XS Pro 
PT Controls

Step 1: Getting Ready to Test
You will need the CoaguChek XS Pro meter or the CoaguChek XS Plus meter 

and these supplies: 

s #OAGU#HEK8304 
 4EST3TRIP�S	WITH 
 MATCHING4EST3TRIP
 Code Chip

s #OAGU#HEK830RO04
 Controls: Level 1 and/or 

 Level 2 with matching  

 Quality Control Code Chip

s $ILUENTDROPPER�S	�ONE 
 for each control to be run

s 3CISSORS

Refer to the appropriate 

System User Manual for more 

details about the components 

and procedures of the System.

Step 2: Preparing the 
Control
1. Insert the Quality Control 

Code Chip into the meter. 

4HISTELLSTHEMETERTHEACCEPTABLERANGESFORTHISBOXOFCONTROLS�

2. Remove the screw-cap and rubber stopper from the quality control bottle. 

Label the bottle with the date and 
time that you reconstitute it.

3. Using scissors, cut off the tip of the 

dropper at the end of the stem.  

Hold the dropper a safe distance from 

your face.

 CAUTION:4OAVOIDLOSSOFDILUENT�HOLD
the dropper by the stem; do not 

squeeze the bulb of the dropper while 

cutting the tip.

4. Invert the dropper and place the tip 

into the bottle. Be careful to avoid 

losing any diluent.

5. Gently squeeze the bulb to dispense all 

of the contents of the dropper over the 

DRIEDMATERIAL�$ONOTALLOWTHE
dropper to touch the dried material.

 IMPORTANT: Make sure you 
dispense ALL the diluent.

6. Remove the dropper from the bottle. 

$ONOTDISCARDTHEDROPPER�2EPLACE
the cap first and gently swirl the bottle 

TODISSOLVETHEDRIEDMATERIAL�$ONOT
shake or invert the bottle. Let the 

bottle sit undisturbed for at least a 

minute to ensure that the dried 

material dissolves completely.

 Use the reconstituted quality 
control solution within 30 minutes 

from the time the diluent is added.

Step 3: Performing the Test
1. When you are ready to test, remove 1 strip from the container and 

immediately close the container. Make sure it seals tightly. 
 IMPORTANT:$ONOTOPENACONTAINEROFTESTSTRIPSORTOUCHATESTSTRIP 

WITHWETHANDSORWETGLOVES�4HISMAYDAMAGETHETESTSTRIPS�

 You must use the test strip within 10 minutes of removing it from the 

container. Otherwise, you may get an error message and you will have to 

repeat the test.

�� )NSERTTESTSTRIPASFARASYOUCANINTOTHEMETER�4HISPOWERSTHEMETER/.�

��0RESS1#4%34�4HEMETERWARMSTHETESTSTRIPFORABOUT��SECONDS�4HEN
the meter begins a countdown. You have 180 seconds to apply a liquid 

quality control solution to the test strip.

��4HEMETERAUTOMATICALLYCHECKSTOSEEIFYOUHAVETHERIGHT4EST3TRIP#ODE
#HIP�4HETHREEDIGITCODEONTHETESTSTRIPCONTAINERMUSTMATCHTHENUMBER
ONTHE4EST3TRIP#ODE#HIPBEFORETHETESTCANBERUN�)FYOUAREUSINGTEST
STRIPSFROMANEW�UNOPENEDCONTAINER�YOUWILLNEEDTOCHANGETHE4EST3TRIP
Code Chip. 

5. When the meter is ready for the sample, gently swirl the control bottle once 

ORTWICETOMIXTHECONTROLSOLUTION�$ONOTMIXTHESOLUTIONWITHTHEDROPPER�
$RAWCONTROLSOLUTIONINTOTHEDROPPERANDPUTONEDROPOFTHELIQUIDONTOP
OFTHETARGETAREA�CLEARAREAOFTHETESTSTRIP	�$ONOTADDMORECONTROL�

��$ONOTTOUCHORREMOVETHETESTSTRIPWHILETHETESTISINPROGRESS�4HE
flashing dropper symbol changes to an hourglass symbol when the meter 

detects sufficient sample. If the meter’s beeper is enabled, a beep sounds  

as well.

 If any control remains in the dropper after you dose the test strip, return the 

REMAININGCONTROLMATERIALTOTHECONTROLBOTTLE�3AVEEXTRACONTROLUNTILAFTER
the test result is obtained, in case the control test needs to be repeated.

 4HERESULTAPPEARSINAPPROXIMATELYONEMINUTE�

7. Record the result. After you verify the validity of the control result, discard  

the test strip, dropper and the reconstituted bottle of quality control solution.

��2EMOVETHE1UALITY#ONTROL#ODE#HIPANDSTOREITWITHTHEOPENEDBOXOF
CONTROLS�2EINSERTTHE4EST3TRIP#ODE#HIP�

9. Power the meter OFF.

NOTE: If you need to repeat a test, use a new test strip.

Expected Results
 s 4HEMETERDISPLAYSTHEACCEPTABLECONTROLRANGEANDTHERESULT�4HEREADING

 is automatically saved in the memory of the meter. 

 s 4HESYSTEMISWORKINGPROPERLYANDALLHANDLINGHASBEENDONECORRECTLY
 when the test results obtained are within the acceptable control range.

Unacceptable Results
An out-of-range result is indicated by an arrow. An arrow pointing up means 

THERESULTISTOOHIGH�!NARROWPOINTINGDOWNMEANSTHERESULTISTOOLOW�4O
resolve out-of-range results or error messages, check for the following:

s #ONTROLSMAYBEEXPIREDORWERESTOREDIMPROPERLY�

s 4HECONTROLMAYNOTHAVEBEENUSEDWITHIN��MINUTESOFRECONSTITUTION�

s -AKESUREYOURUNTHETESTWITHIN��MINUTESOFREMOVINGTHETESTSTRIP 
 from its container.

s 9OUMAYNOTBEDOINGTHETESTCORRECTLY�2EPEATTHECONTROLTEST�USINGA 
 new test strip. Carefully follow the instructions in the appropriate System  

 User Manual.

s )FYOUFOLLOWALLTHESEGUIDELINESANDYOURRESULTSARESTILLUNACCEPTABLE� 
 CALL2OCHE$IAGNOSTICS4ECHNICAL3ERVICE#ENTERAT������������

Performance Characteristics
#ONTROLPRECISIONWASDETERMINEDATTHREEEXTERNALSITES�/PERATORSAT
each site ran two levels of liquid controls upon opening a container of test 

STRIPS�ANDAGAINATTHEENDOFEACHCONTAINEROFTESTSTRIPS�4HERESULTSARE
SHOWNIN).2�

Control Level 1 N Mean SD CV

Site 1 202 1.17 0.05 3.87

Site 2 176 1.18 0.04 3.44

Site 3 160 1.19 0.03 2.22

Overall 538 1.18 0.04 3.37

Control Level 2 N Mean SD CV

Site 1 202 2.95 0.14 4.61

Site 2 173 2.99 0.11 3.66

Site 3  160 2.91 0.09 3.27

Overall 535 2.95 0.12 4.10

Additional Information
Refer to the appropriate System User Manual for additional information about your 

SYSTEM�)FYOUSTILLHAVEQUESTIONS�CALL2OCHE$IAGNOSTICS4ECHNICAL3ERVICE
Center at 1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.

 04625382160

4 bottles each of Level 1 and Level 2 Quality Control lyophilized plasma, 
8 diluent-filled droppers, 1 Quality Control Code Chip

&OROPTIONALLIQUIDQUALITYCONTROLTESTINGUSING#OAGU#HEK83044EST 
 04625315160 with the CoaguChek XS Pro System  05530199160 or 

the CoaguChek XS Plus System  05021537001 by professional healthcare 

providers.

Introduction
2OCHE$IAGNOSTICSHASAVAILABLEOPTIONALLIQUIDQUALITYCONTROLSFORTHE
CoaguChek XS Pro System and the CoaguChek XS Plus System�4HESECONTROLS
assist with meeting regulatory compliance requirements, as applicable to your 

FACILITY�4HETERMh3YSTEM�S	vHEREAFTERWILLREFERTOBOTHthe CoaguChek XS Pro 

System and the CoaguChek XS Plus System.

Read these instructions thoroughly before using the controls.

4OENSURETHATYOUAREUSINGTHETESTSTRIPSANDTHEMETERCORRECTLY�READTHE
appropriate System User Manual.

Reagent
 s %ACHCONTROLBOTTLECONTAINSLYOPHILIZEDNONHUMANPLASMAWITHVARIED
  levels of coagulation factors, stabilizers, and preservatives. 

 s %ACHDILUENTFILLEDDROPPERCONTAINSACALCIUMCHLORIDESOLUTIONWITH
  preservatives.
 

Precautions and Warnings
1. For in vitroDIAGNOSTICUSE�$ONOTTAKEINTERNALLY�

2. Incorporate the requirements of the appropriate licensing or accrediting body 

into your quality control program.

��%XERCISETHENORMALPRECAUTIONSREQUIREDFORHANDLINGALLLABORATORYREAGENTS�

Control Storage and Stability
s 3TORECONTROLSAT�TO�²#���TO��²&	�$/./4&2%%:%�

s 5NOPENED�LYOPHILIZEDCONTROLSTHATARESTOREDAT�TO�²#AREGOODUNTILTHE
 EXPIRATIONDATE�

s #ONTROLSARESTABLEFOR��MINUTESAFTERADDINGTHEDILUENT�

Before Testing
If you are using test strips from a new unopened container, you will need to 

CHANGETHE4EST3TRIP#ODE#HIP�4HEMETERRECOGNIZESONLYTHOSETESTSTRIPS
THATMATCHTHE4EST3TRIP#ODE#HIP�

NOTE:4HETHREEDIGITCODEONTHETESTSTRIP
CONTAINERSHOULDMATCHTHECODEONTHE4EST
Strip Code Chip.

4OINSTALLTHE4EST3TRIP#ODE#HIP�FOLLOWTHE
instructions in the appropriate System User 

Manual.

0LACETHEMETERONAFLATSURFACE�LIKEATABLEOR
COUNTERTOP	ORHOLDITROUGHLYHORIZONTALSOTHAT
it will not vibrate or move during testing. 

Vibrations or other movement can result in an  

               error message.

04625749001(04)
6��2��BLACK	������

#/!'5#(%+ISATRADEMARKOF2OCHE�

  2OCHE$IAGNOSTICS'MB(
  Sandhofer Strasse 116

  $�����-ANNHEIM
 www.roche.com

 www.poc.roche.com

$ISTRIBUTIONIN53!BY�
2OCHE$IAGNOSTICS
)NDIANAPOLIS�).

¹�����2OCHE$IAGNOSTICS
Assembled in Germany

from US and foreign components.

53#USTOMER4ECHNICAL3UPPORT�����������

Return Policy
)FTHEREISAPROBLEMWITHTHE#OAGU#HEK830RO04#ONTROLS�YOUMAYBEASKED
TORETURNTHEM�ALONGWITHTHE#ONTROL#ODE#HIP�TO2OCHE$IAGNOSTICS�"EFORE
RETURNING�CALL2OCHE$IAGNOSTICS4ECHNICAL3ERVICE#ENTERAT������������ 
You will be mailed a return authorization label which must be placed on the 

shipping carton.

Limited Warranty
2OCHE $IAGNOSTICS WARRANTS THAT THIS PRODUCT WILL MEET THE SPECIlCATIONS
stated in the labeling when used in accordance with such labeling and will 

BE FREE FROM DEFECTS IN MATERIAL AND WORKMANSHIP UNTIL THE EXPIRATION DATE
PRINTEDONTHE LABEL�4()3,)-)4%$7!22!.49)3 ).,)%5/&!.9/4(%2
7!22!.49�%802%33/2)-0,)%$�).#,5$).'!.9)-0,)%$7!22!.49
/& -%2#(!.4!"),)49 /2 &)4.%33 &/2 0!24)#5,!2 0520/3%� ). ./
%6%.43(!,,2/#(%$)!'./34)#3"%,)!",%&/2).#)$%.4!,�).$)2%#4�
30%#)!,/2#/.3%15%.4)!,$!-!'%3�




