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TITLE: IL ACL TOP 350 Standard Operating Procedure
Purpose 
The purpose of this document is to provide instructions on the general operation of the ACL TOP 350 Analyzer. 
SCOPE 
To provide UR Laboratory personnel with a guide to operating the ACL TOP 350 Analyzer to perform in vitro tests for diagnosis and monitoring of pathologies linked to hemostasis.
RESPONSIBILITIES
	Group/Person
	Responsibility

	Quality Assurance
	· Supports the development of this document.

	Medical Director
	· Ensures that the procedure is followed
· Review and approval of this document.

	Supervisor/Manager
	· Ensures that the procedure is followed.
· Review and approval of this document.

	Technical Staff
	· Follows the procedure.


ACRONYMS/DEFINITIONS
	URMC
	University of Rochester Medical Center

	SW
	Strong West 

	BR
	Bailey Road Laboratory

	SMH
	Strong Memorial Hospital

	PT
	Prothrombin Time 

	aPTT
	Activated Partial Thromboplastin Time 

	DD
	D-Dimer

	HCT
	Hematocrit

	AM
	Analytical Module

	CM
	Control Module

	HIL
	Hemolysis, Icterus, Lipemia


PRinciple
A.	Coagulometric (Turbidimetric) Measurements – PT, aPTT
1. The principle of coagulometric (turbidimetric) clot detection is used in the system to measure and record the amount of time required for a plasma specimen to clot. This technique assesses coagulation endpoint by measuring change in optical density.
2. Clot detection is based on the principle that light passing through a medium in which fibrinogen is converted to fibrin is absorbed by the fibrin strands. Light (671 nm) is transmitted through a sample onto a photodetector, which is positioned 180° incident to the source.
3. Light absorption increases as fibrin clot formation progresses. Consequently, light transmittance through the sample continuously decreases and is measured by the photo detector.
4. The corresponding electrical signal output from the photo detector changes according to the detected light. The signal output is processed via software through a series of algorithms to determine the clot point.
B. 	IMMUNOLOGICAL MEASUREMENTS – D-DIMER TESTING
			1.	The principle of immunological measurement is used on the system to 					directly measure and record the amount of an analyte. This technique 					assesses the physical concentration of the analyte (and not its activity) 					by measuring change in optical density.

			2.	Although similar to the turbidimetric method, the immunological method 					relies on the formation of antigen antibody complexes to affect light 					transmission. 

			3.	Immunological testing of the ACL TOP uses the 405 nm or the 671 nm 					channels depending on the test and the reagent formulation. Both the 					405 nm and the 671 nm channels use the principle of measuring 						absorbance in the cuvette. An optical sensor reads the light (405 nm or 					671 nm) that passes through the cuvette. 

			4.	The light is absorbed by the fluid in the cuvette in direct proportion to the 					concentration of antigen-antibody complexes. The amount of light 					reaching the photodetector is converted into an electrical signal that is 					proportional or inversely proportional to the analyte concentration.

SPECIMENS	
A detailed procedure for collection, Transport, and Preparation of plasma for coagulation testing is necessary since important diagnostic and therapeutic decisions are based on the results of these tests.  Many variables, e.g., the type of anticoagulant, the storage of the sample, and the collection container for the blood sample are all important because they affect the analytical results.  The following procedure is considered standard for coagulation testing. 
Recommended Specimens:
Note:	Centrifuge specimens for 12 minutes at 4000 RPM (RCF=3756g).
	Annually it is necessary to perform platelet concentration checks on the centrifuge(s) being utilized to prepare the platelet poor plasma necessary to perform coagulation testing.  This is accomplished by centrifuging 10 properly filled sodium citrate tubes for the above specified time and running the plasma platelet counts on the hematology analyzer.  The results obtained should be less than 10,000/uL in order for the plasma to be considered platelet poor.
All whole blood coagulation specimens should be collected into 3.2% buffered sodium citrate tubes containing 1 part sodium citrate and 9 parts patient sample.
The correct concentration of the anticoagulant is fundamentally important to the precision of the results.  References to the latest CLSI (formerly NCCLS) H21 guideline may be followed when adjustments to the citrate concentration are required due to sample hematocrit variations. 
CAUTION: fill sample tubes with enough Plasma to complete the tests and to avoid entering the red blood cell level, which would contaminate the probe and compromise patient results.
Plasma Separation:  During collection and centrifugation of the sample, hemolysis must be avoided.  The breakage of red cells whose phospholipid surfaces have thromboplastin activity causes a change in coagulation times.  Therefore, the samples should be centrifuged as soon as possible according to the latest CLSI (formerly NCCLS) guideline  
Under filled and overfilled specimens:
Note:	The quantity of blood drawn into evacuated tubes varies with altitude, ambient temperature, barometric pressure, tube age, venous pressure, and filling technique.
For BD Vacutainer Plus Plastic Citrate tubes (1.8 and 2.7 mL):
Sufficient volume is achieved if the blood drawn falls above the minimum fill indicator and below the tube cap.
For blood transfer do not fill above illustrated dashed maximum fill line.
[image: ]
c.	The ACL TOP 350 is caplable of liquid level detection and will indicate when specimen volume is inadequate for testing.  The analyzer will run the tests and results will be held in HemoHub.	
d.	It is also possible to visually inspect specimens for adequate volume prior to placement on the analyzer.	
Resulting of Samples with inadequate volume:
If blood drawn falls below the minimum fill line or above the maximum fill line:
Do not run or report these samples.
In SOFT place an .ND in the result field with the canned text comment “Sample volume inadequate, unable to perform required testing” in the comment field.
Enter in SPROB test in SOFT. Follow SH.CP.SM.loe.0180 Documentation of Patient/Specimen Discrepancy Using Laboratory Problem Test for instructions	
Clotted Specimens
Each specimen is checked visually for the presence of plots prior to analysis
If a clot is suspected, the tube is uncapped and checked manually.
The TOP 350 is capable of “clog” detection and should detect clotted specimens that may have been overlooked pre-analytically.  A “clog” flag could also indicate the presence of particulate matter (i.e. tube cap pieces) and does not necessarily indicate that the specimen is clotted.  Confirm all “clog” flags by using applicator sticks to verify the presence or absence of a clot manually.  Repeat unclotted specimens with “clog” flags.
A specimen held in HemoHub for any reason should be manually checked for clots.
Clotted specimens are rejected:
Result test as “.ND” in Soft with a canned comment “@SCLT” (Specimen Clotted)
Add a SPROB to the specimen and notify the ordering unit to request a redraw.
Detection and special handling of specimens with elevated hematocrits: 
Note:	Specimens determined to have a hematocrit ≥ 55% with an abnormal PT and/or PTT.
Preparation of "special" tubes for polycythemia patients (HCT ≥ 55%): 
Note:	A special tube is prepared by laboratory personnel to adjust the final citrate concentration of the specimen.   
The comment “Interpret with caution:  Elevated HCT may prolong clotting times when collected in a standard amount of citrate.  Call Coag Lab at 758-7551 for special tube” will be entered by the SOFT LIS after the abnormal sample result.  This alerts the floor that the abnormal results may be due to the fact that a special coagulation tube is required for the elevated HCT.
Determine the actual patient hematocrit.  
Note:	This can be accomplished by checking the LIS for concurrent CBC results, running original blue-top (citrate tube) on CBC analyzer [multiply result by 1.1 to compensate for blood anticoagulant difference) or requesting that a new CBC be drawn.  One of the first two options is preferable.
Determine the proper amount of patient sodium citrate required by using the formulas and/or chart below:
	General Equation:

	X =
	(amount of sodium citrate in tube) (% plasma in sample)

	
	(% plasma in average sample)


Note:	An average HCT of 45 was used for males and infants and 40 for females.
For Males:
	X =
	0.5(100 - HCT)

	
	55


For Females:
	X =
	0.5(100 – HCT)

	
	60


For infants:
	X =
	0.2(100 – HCT)

	
	55



These are the amounts Na citrate remaining in the tube.

	HCT
	male 5 ml
	female 5 ml
	infant 2 ml
	
	HCT
	male 3 ml
	female 3 ml

	55
	0.41
	0.38
	0.16
	
	55
	0.25
	0.23

	56
	0.40
	0.37
	0.16
	
	56
	0.24
	0.22

	57
	0.39
	0.36
	0.16
	
	57
	0.23
	0.22

	58
	0.38
	0.35
	0.15
	
	58
	0.23
	0.21

	59
	0.37
	0.34
	0.15
	
	59
	0.22
	0.21

	60
	0.36
	0.33
	0.15
	
	60
	0.22
	0.20

	61
	0.35
	0.33
	0.14
	
	61
	0.21
	0.20

	62
	0.35
	0.32
	0.14
	
	62
	0.21
	0.19

	63
	0.34
	0.31
	0.13
	
	63
	0.20
	0.19

	64
	0.33
	0.30
	0.13
	
	64
	0.20
	0.18

	65
	0.32
	0.29
	0.13
	
	65
	0.19
	0.18

	66
	0.31
	0.28
	0.12
	
	66
	0.19
	0.17

	67
	0.30
	0.28
	0.12
	
	67
	0.18
	0.17

	68
	0.29
	0.27
	0.12
	
	68
	0.17
	0.16

	69
	0.28
	0.26
	0.11
	
	69
	0.17
	0.16

	70
	0.27
	0.25
	0.11
	
	70
	0.16
	0.15

	71
	0.26
	0.24
	0.11
	
	71
	0.16
	0.15

	72
	0.25
	0.23
	0.10
	
	72
	0.15
	0.14

	73
	0.25
	0.23
	0.10
	
	73
	0.15
	0.14

	74
	0.24
	0.22
	0.09
	
	74
	0.14
	0.13

	75
	0.23
	0.21
	0.09
	
	75
	0.14
	0.13

	76
	0.22
	0.20
	0.09
	
	76
	0.13
	0.12

	77
	0.21
	0.19
	0.08
	
	77
	0.13
	0.12

	78
	0.20
	0.18
	0.08
	
	78
	0.12
	0.11

	79
	0.19
	0.18
	0.08
	
	79
	0.11
	0.11

	80
	0.18
	0.17
	0.07
	
	80
	0.11
	0.10


Original volume Na citrate: 
5 mL		0.5 mL Na citrate
2 mL		0.2 mL Na citrate
Prepare PATIENT TUBE :
Note:	The total volume of blood (4.5mL) + sodium citrate (0.5mL) in an adult tube is 5.0 mL.
Note:	The total volume of blood (1.8mL) + sodium citrate (0.2mL) in a pediatric tube is 2.0 mL.
Pipette the volume below out of the tube.
0.5 – X (calculated above) for males and females, for example, if X = 0.3 then 0.5-X = 0.2.  Pipette 0.2 mL of sodium citrate out of the tube.
0.2 – X (calculated above) for infants, for example, if X = 0.1 then 0.2-X = 0.1.  Pipette 0.1mL of sodium citrate out of the tube.
Label tube with the amount of blood volume to add to the tube, for example, add 4.7 mL of blood.
Inform the personnel responsible for the patient draw that this tube has no vacuum; therefore, they need to remove the top and add the appropriate amount of blood using a syringe.
Clotted Specimens
Each specimen is checked visually for the presence of clots prior to analysis.  
If a clot is suspected, the tube is uncapped, and checked with a pair of applicator sticks.  
Clotted specimens are rejected.
Any specimen that has an INR critical value of ≥ 5.0 is automatically repeated and then physically checked for a clot prior to the reporting and calling of results. 
Any specimen that results on the analyzer and reports out as >100.0 seconds for PT testing, > 200.0 seconds for PTT testing should be physically checked for a clot.
QUALITY CONTROL
A. The quality control is used to monitor the accuracy and precision of the TOP 350 Analyzer. Quality control is accomplished by processing the control fluids for each analyte. Refer to QC procedure SW.CP.GL.adm.0002.  See section J. Quality Control/Reagents section of this SOP for additional information.
B. Frequency
1. 2 levels of QC per analyte will be run at the following intervals:
a. At least once every 8 hours of patient testing for PT and APTT.
b. Every 8 hours of patient testing for DD
c. Whenever a new bottle of reagent is utilized
d. After instrument maintenance
C.	Materials
		1. HemosIL Normal Control, Assayed – Catalog #20003110 
a. Utilized for APTT, PT testing

		2.  HemosIL Abnormal Control 3 – Catalog #20014100
a. Utilized for APTT & PT testing

		3.  HemosIL D-Dimer HS 500 Controls (Low & High) – Catalog #20500200
                                a.    Utilized for D-Dimer testing
D. 	New Lot Work-ups
1.	An acceptable control mean and standard deviation for each control material will be established by the laboratory
2.	Each lot of control material will be analyzed a minimum of 10 times for PT, APTT, and DD testing in order to establish acceptable ranges
3.	The data obtained while establishing lab specific ranges for assayed controls will be compared to the ranges provided by the manufacturer to verify acceptability.

SPECIAL SAFETY PRECAUTIONS 	
Wherever there are moving parts, use caution with correcting malfunctions and when operating system.
Follow SW Laboratory safety policy SW.CP.GL.adm.0005
For in vitro diagnostic use only.
All specimens should be considered potentially infectious and must be handled with precautions used for human blood, in accordance with URMC Laboratory safety policy.   
Disposal of all waste material should be in accordance with local guidelines.
Safety data sheet available on request.
MATERIALS
Equipment
Analytical Module (AM)
Sample and reagent handling hardware including:
Cuvette, sample, reagent, bulk fluids, and waste handling
Reaction and detection
Interconnect and power supply
Additional hardware related components
Control Module (CM)
Brain of the instrument including:
Personal computer running Windows software
Keyboard
Touch screen display monitor
Mouse
Communications interfaces to the Analytical Module and external devices/systems.
Printer
Calibrated pipettes
Supplies
Cuvettes
HemosIL Cleaning Agent (Clean B) – Catalog #9832700
HemosIL Cleaning Solution (Clean A) – Catalog #9831700
HemosIL Rinse Solution – Catalog # 20302400
Factor Diluent
Pipette tips
Sample cups
Deionized water
Cotton swabs
Reagents/Controls
Assayed Abnormal Control 3, Assayed – Catalog #20014100
Assayed Normal Control, Assayed – Catalog #20003110
D-Dimer HS 500 Controls (Low & High) – Catalog #20500200
APTT Reagent SynthASil – Catalog #2006800
PT Reagent RecombiPlasTin 2G – Catalog #20003050
HemosIL D-Dimer HS500 Kit – Catalog #20500100

PROCEDURE – (STEP/ACTION)
Note:	For additional instructions on procedures refer to the online operator’s manual. 
Note:	Record all maintenance and instrument problems on the ACL Top 350 Maintenance Log (#) and Instrument Problem Log (#). 
Method used for PT, PTT Testing
Coagulometric (Turbidimetric) Measurements
The principle of coagulometric (turbidimetric) clot detection is used in the system to measure and record the amount of time required for a plasma specimen to clot. This technique assesses coagulation endpoint by measuring change in optical density.
Clot detection is based on the principle that light passing through a medium in which fibrinogen is converted to fibrin is absorbed by the fibrin strands
Light (671 nm) is transmitted through a sample onto a photodetector, which is positioned 180° incident to the source.
Light absorption increases as fibrin clot formation progresses. Consequently, light transmittance through the sample continuously decreases and is measured by the photo detector.
The corresponding electrical signal output from the photo detector changes according to the detected light. The signal output is processed via software through a series of algorithms to determine the clot point.
2.	Indirect Tests
a. 	Indirect tests are those in which the analyte of interest (anti-thrombin, plasmin inhibitor) reacts with a fixed quantity of enzyme to form inactive complexes.  Under optimized test conditions, residual enzyme activity is then measured using a specific synthetic substrate.
b.	In most cases, the reaction is monitored at 405 nm by the continuous release of paranitroaniline (pNA) from the synthetic substrate.
c.	The chromogenic channels use the colorimetric principle of measuring absorbance in the cuvette.  An optical sensor reads light (405 nm) that passes through the cuvette.  The light is absorbed by the fluid in the cuvette in direct proportion to the concentration of pNA. 
d.	The amount of light reaching the photodetector is converted into an electrical signal that is proportional to the enzyme activity.  
3.	Immunological Measurements
a.	The principle of immunological measurement is used on the system to directly measure and record the amount of an analyte.  This technique asses the physical concentration of the analyte (and not its activity) by measuring change in optical density.
b.	Although similar to the turbidimetric method, the immunological method relies on the formation of antigen/antibody complexes that affect light transmission.
c.	Immunological testing of the TOP 350 uses the 405 nm or the 671 nm channels depending on the test and the reagent formulation.
d.	Both the 405 nm and the 671 nm channels us the principle of measuring absorbance in the cuvette.
e.	An optical sensor reads the light (405 nm or 671 nm) that passes through the cuvette. The light is absorbed by the fluid in the cuvette in direct proportion to the concentration of antigen-antibody complexes.  
f. 	The amount of light reaching the photodetector is converted into an electrical signal that is proportional or inversely proportional to the analyte concentration.
Component overview
The ACL Top is composed of two modules:
Control Module (CM)
Brain of the instrument including:
Personal computer running Windows software 
Keyboard 
Touch screen display monitor 
Mouse 
2D External Barcode scanner
Communications interfaces to the Analytical Module and external devices/systems.
Analytical Module (AM) 
Sample and reagent handling hardware including: 
Cuvette, sample, reagent, bulk fluids and waste handling 
Reaction and detection 
Interconnect and power supply 
Additional hardware related components
Control Module (CM)                                  Analytical Module (AM)
[image: ACL-TOP-300_lightbox]

Cuvette Loader
The cuvette loader can be filled with up to 20 clips of 10 cuvette strips each, for a maximum of 200 cuvette strips (800 cuvette cells). 
Cuvettes are loaded one brick at a time.
Cuvettes are transported by 2 conveyor belts to the loading area. 
Cuvettes are received in boxes with loading instructions printed on the top of each box.
Can load cuvettes while the analyzer is running.
Electrical sensors detect when additional cuvette clips need to be loaded onto the system, and inform the operator.
The indexer pushes the cuvette clip to the right to position it so one strip can be picked up by the cuvette shuttle.
Track Control Panel
Used to choose where you want to load a rack. 
Each track is identified with abbreviations that represent the rack can be loaded as follows: 
S – Sample Rack 
D – Diluent Rack 
R – Reagent Rack 
The Sample Arm can access samples and materials loaded between S1 and S4. 
The Reagent Arm can access materials loaded between R1 and R3.
Each track position button has an LED indicator below it. When it is: 
Gray - no rack 
Green - rack is accessible, not in use 
Amber - rack not accessible, is in use 
Sample Racks
a.	Open Tube Sample (OTS) Rack
[image: ]
Load only sample cups and uncapped samples in this rack. 
b.	Closed Tube Sample (CTS) Rack
[image: ]	[image: ]	
	(1)	Racks are programmed for 2.7 mL tubes.
(2)	If 1.8 mL tubes are used with CTS racks, sample will still run and result tagged with a warning.  Operator should visually inspect fill height before releasing result.
(3)	1.8 mL tubes can be run uncapped in an OTS rack or in track S4 without a warning message.  Fill volume needs to be verified visually.[image: ][image: ]
Material Racks
There are 2 types of material racks.
Reagent Racks
Reagent racks are labeled with the letter R and a second letter that is a unique identifier for the racks. These racks are loaded in a corresponding R position.
There are silver adapters for each size bottle that allows smaller bottles to be seated correctly in the rack while allowing the bar code label on the bottle to be read.
Diluent Racks
Diluent racks are labeled with the letter D and a second letter that is a unique identifier for the racks. These racks are loaded in a corresponding D position.
There are red adapters for each size bottle that allows smaller bottles to be seated correctly in the rack while allowing the bar code label on the bottle to be read.
Barcode Reader
The bar code reader (BCR) moves to each track position to allow for inserting and removing of the sample, diluent or reagent racks. 
Press the Track Control Panel buttons on the front of the instrument to move the bar code reader into place.
When the bar code reader is in front of the track position, insert the rack.  A track guides the insertion of the rack into its correct position.
Bar coded information on sample tubes or diluent or reagent bottles is scanned into the instrument as the racks are inserted. 
The bar code reader will automatically home when it’s been at a track position for 30 seconds.
You can select the Home[image: ] button on the control module to move the bar code reader (BCR) to its home position without having to wait for the BCR timeout.
Emergency Stop
The Emergency Stop button (red) is located on the front of the AM underneath the cuvette loader. 
Use this button whenever the instrument must be stopped immediately. 
Any tests that were in progress will need to be restarted. 
Cuvette Waste Drawer
A clear plastic bin is located on the right side of the analyzer that is emptied daily.

Bulk Fluids
   

Rinse Solution
Used to rinse the probes during analysis
Packaged in a 4-liter bottle that is placed on the right side of the analyzer.  A tube connecting the bottle to the system allows the rinse to be drawn into the analyzer.
A sensor automatically detects the presence and volume of rinse solution.
When the error is generated the level of the rinse solution drops below 100 mL, the instrument performs an emergency stop.  Once the operator replaces the solution, instrument will go into Recovery.
b.	Clean Solution
(1)	Clean Solution (aka Clean A) is used to clean the probes during analysis during specific tests when the reagent probe needs a stronger clean to prevent carry over or when specified in automatic maintenance activities.
(2) 	It is packaged in a 50 mL bottle that is placed on the right side of the analyzer.  A tube connecting the bottle to the system allows the clean to be drawn into the analyzer.
(3)	A sensor automatically detects the presence and volume of the clean solution.
(4)	When the error is generated the instruments performs an emergency stop.  Once the operator replaces the solution, instrument will go into recovery. 
System Status LED Panel
Located to the left side of the track control panel
Indicators present for System, Loader, Rinse, and Clean. 
Fluidics and Cuvette color codes include: 
Gray – No error or warning 
Yellow – Material warning 
Red – Material error 
AM Power Connector
The AM power switch is located on the right side of the module, adjacent to the power cord connection. 
This switch is for the main power supply and controls all the power to the AM
Waste Container
A 10 liter container that holds the fluid waste. 
Software Overview
All ACL TOP® Family screens are laid out the same way.  Understanding this layout will help to navigate the different screens no matter which one you are working from.  This layout is as follows:
Screen Layout
[image: ]
Title Bar – identifies the screen being viewed.
Menu Bar – contains the following menu options:
Instrument: General instrument functions.
Actions: Specific actions appropriate to the screen that is currently displayed.
Analysis: Options to access maps of the analytical areas.
QC: Options to review QC results and status.
Calibration: Review or perform calibration.
NPP: Review Normal Pooled Plasma results (if applicable).
Setup: Access areas of the software to setup all functions.
System: Perform maintenance and diagnostic functions.
Help: Access on-line help (Operator’s Manual).
Tool Bar - Contains the main functional icons:
[image: ]
Operational Icons - Used to perform an action to a sample or group of samples. These actions can also be accessed by selecting Actions from the menu bar.


[image: ]
Navigational Icons - Used to navigate from one screen to another. Screens can also be accessed from the menu bar.
[image: ]
Working Area - Depends on what screen is currently displayed. The main screen displayed is the Test List screen.
Status Bar - Located below the working area and contains several buttons to review various areas of the analyzer.
Green- Ready
Red- Error
Amber- Error
Blue- Busy
Grey- Disabled
Information Panel – Located at the bottom of the screen always displays the following information:
The time until completion (if analyzer is busy).
The number of entries in the Sample List.
The user currently logged into the system.
The security level currently logged into the system.
The current date and time.
Alarm Buttons
[image: ]
Instrument Alarms 
Alarm buttons appear on the status bar at the bottom of all screens. The system notifies you of new alarm messages in the following ways:
A blinking red or yellow exclamation point appears within the alarm button category on the status bar.
 The system provides an audible beep.
The ACL TOP 750 LAS produces two types of alarm messages:
Warning-level Alarms - These are indicated by a yellow exclamation point on the alarm button. [image: ]
Error-level Alarms - These display a red exclamation point on the alarm button. [image: ]
New alarm messages appear in bold text. When you close this window, the message text returns to normal font. This allows you to quickly see newly generated alarm messages – the ones in bold text.
[image: ]
The window can contain up to 100 messages. All messages that occur can be found in the General Log.
Starting up and Shutting down
Start up
Note:	Check that the access cover(s) is closed.
Power on the CM.
Power on the AM using the on/off switch on the right side of the analyzer.
Double click on the ACL TOP icon and log on with user name and password.
Shut down
On the menu bar click on Instrument then select Exit to start initialization.
“Are you sure you want to exit?” will be displayed.
Click OK. The analyzer will begin abbreviated mechanical initialization to put the analyzer into a known safe state.
After it has completed the initialization, turn off the AM using the on/off switch.
Shut down the CM according to standard Window’s procedure.
Click on the Start button located in the lower left hand corner.
Click on Shut Down.
Shut Down Windows box is displayed.
Click the down arrow and select Shut Down (If not already shown).
Click OK. Windows will begin to shut down.
Maintenance	
To complete each maintenance activity:
[image: ]Filter and select the activity to be performed.
Click on the Perform Activity        icon to initiate the selected activity.
Enter your initials in the comment window after the activity is completed and click OK.
Indicate the completion of each activity on the TOP 350 Maintenance Log (#)
Daily Maintenance
Perform Enhanced Clean for All Probes
Fill 1 10 mL vial up to the shoulders of the bottle with Clean B.
Place the vial of Clean B in an empty diluent rack and load into the D1 track position.
In the Selection Column click next to Enhanced Clean for all probes and a red check mark will present. 
Perform Enhanced Clean for All Probes
Remove the Clean B vial from the analyzer racks immediately.  Do not leave on the analyzer
Prep Fresh Clean B Diluted
Remove the Clean B Diluted from the instrument and discard.
Make 1:8 dilution of Clean B (14 mL of water + 2 mL of Clean B) in 20 mL barcoded vial.
Place 20 mL vial in the reagent rack.
Empty Cuvette Waste Container 
Remove the Cuvette Waste Container.
Clean liner with bleach or other approved cleaner or replace liner with a new one.
Replace the Cuvette Waste Drawer.
d.	Empty System Fluid Waste
(1)	Carefully remove the cap from the liquid waste container, which has a siphon tube attached to it. 
(2)	Place the cap and tube assembly in a biohazard container to keep it from dripping
(3)	Empty the contents of the container into a dirty sink carefully to minimize splashing
(4)	Run water in drain for approximately 5 minutes
(5)	Reconnect cap and tube assembly
(6)	Enter initials in Comment window then click OK
e.	Change Factor Diluent
(1)	Remove the factor diluent from the analyzer and discard.
(2)	Rinse the Factor Diluent bottle thoroughly with deionized water and invert to dry for later use
(3)	Put 10 mL of fresh factor diluent into a clean, dry 30 mL bottle.
Load the factor diluent with the barcode showing in the diluent rack on the analyzer in the D1 track. 
Weekly Maintenance
CAUTION: when moving the probe arm manually, lift it to its highest position to prevent damage during the move.  Grasp it from the back, as near the back wall as possible.  Grasping a probe arm from the front pushes it out of alignment.  A misaligned probe arm prevents accurate coordinate adjustment and other errors.
Wipe Down Sample probe
On the menu bar click on System (drop down menu will open).
Click on Maintenance (Maintenance screen will be displayed).
In the Selection Column check next to Wipe Down Sample Probe.
When the pop-up box opens, open the cover and wipe down the sample probe exterior and tip using an alcohol pad. 
Close the cover.
Select Ok.
Enter Initials in the Comment box and select OK.
Note: When you open the cover to perform a maintenance activity, tracking information for the on-board materials is maintained for one hour, as long as you remove the racks before you open the cover. The maintenance activity must finish and the racks reinserted into the instrument within one hour to maintain the tracking of on-board materials

b.	Clean Deep Wash and Clean Cup Area
	(1)	On the menu bar click on System (drop down menu will open)
	(2)	Click on Maintenance (Maintenance screen will be displayed)
[image: ](3)	In the selection Column check next to Clean Deep Wash and Clean Cup Area
(4)	Select the Perform 	 icon on the toolbar
(5)	A message prompts you to Perform the maintenance work first, and then press OK
(6)	Open the sample cover area
(7)	Clean the deep wash and clean cup with a lint free cotton swab
[image: ][image: ]
	
(8)	Rinse both areas with DI water (maximum of 10 mL) to remove debris.  Leaving the filter in prevents loose debris from falling into unprotected areas.  TIP: Use a 10 mL syringe with a piece of tubing attached to the tip to prevent using too much DI water
(9)	Wipe excess deionized water that may have splashed onto the covers or the clean cup/deep wash area with a lint-free cotton swab.
(10) 	Close the covers and select the OK button on the window.
(11) 	Wait for the instrument to re-initialize.  Reload all racks
Monthly Maintenance
Backup Files
Close out of the software by clicking on the X in the upper right hand corner or on the menu bar click Instrument then click on Exit.
Click Start on the Windows Task Bar in lower left corner.
Click on Programs ►ACL TOP ► ACL-TOP Database Backup and Restore. (Database Backup and Restore window will be displayed)
Under Backup Splitting choose Enable multi-volume backup and verify the Volume size is 650 (default). 
Under Backup Content choose Delete patient information from backup then select Backup. (Save as window is displayed).
In the Save In field use the drop down box to choose the My Documents folder (if not already chosen).
Verify the serial number and date is in the File name field.
Note: Once the file has been created, do not rename it this will corrupt the file.
Click Save. The backup will begin.
When the backup is finished the database backup has been executed successfully window is displayed. Click OK.
Click Close.
Place a flash drive labeled for the correct TOP 350 in the external access point for E drive.
Open My Documents folder.
Select the database backup for the current date and right click to select Send To E drive (flash drive).  Close My Documents.
Log back onto the ACL TOP® Family instrument.
Wait for the instrument to reinitialize.
Reload all racks.
Shut down Control Module (CM)
Note:	The Analytical Module (AM) should be in a ready state.
On the menu bar click on Instrument.
Click on Exit from drop down list.
The message “Are you sure you want to exit?” is displayed.
Click OK.
The AM will begin mechanical initialization to place the analyzer into a known safe state.
After the mechanical initialization is completed, turn off the AM.
Note:	The switch is located on the right side of the analyzer.
Shut down the Control Module (CM) according to standard Windows procedure.
Click on the Start button located in the lower left hand corner.
Click on Shut Down.
Shut Down Windows box is displayed.
Click the down arrow and select Shut Down (If not already shown).
Click OK. Windows will begin to shut down.
Replace/Clean Air filter
Turn the power off on the Analytical Module.  The switch is on the right side of the instrument
Remove the air filter as follows:
(a)	Loosen the thumbscrews on the front of the filter assembly.  Do not remove the guide post.
(b)	Pull the filter assembly out.  It will drop off the guide post
(c)	Remove the filter and clean or replace
(d)	Replace the filter in the assembly.  Ensure that it is dry
(e)	Replace the assembly by lining up the center hole with the guidepost then slide back into place.
(f)	Tighten the thumbscrews.  Do not over tighten.
(3)	Power up the AM
(4)	Wait for the instrument to initialize
(5)	Choose Menu Bar → System → Maintenance.
(6)	Select Replace Main Air Filter → Perform
(7)	The following message appears, Perform the maintenance work first, then press OK
(8)	Choose OK
(9)	Enter your initials in the Comment window then choose OK
(10)	Reload all racks.
Additional As-Needed Maintenance
Replace CTS Filter and clean Clean Cup
Verify the Maintenance screen is displayed or choose Menu → System → Maintenance
[image: ]Select Replace CTS filter and clean Clean Cup 
Select Perform Activity icon 
Open the sample cover
Clean the deep wash and clean cup with a lint free cotton swab before removing the filter to prevent loose debris from falling into unprotected areas
Rinse both areas with DI water (maximum of 10 mL) to remove debris.
Insert the CTS Filter Replacement Tool into the filter. [image: ]
Lightly push down on the top of the tool to allw it to grab the filter.
Remove the filter from the deep wash.  Discard this filter.
Insert a new filter using the tool to seat it properly.  TIP: It is not necessary to push hard on the top of the tool.  Pushing too hard will make it difficult to remove it for the next replacement.
Thoroughly dry the cover and Wash Deck (metal ring) around the Deep Wash and Clean Cup with a lint free cottom swab.
Close the cover and choose OK on the prompt.
Enter your initials in the Comment window then choose OK
Wait for the instrument to initialize.
Reload all racks. 
If any additional as-needed maintenance is required or performed, refer to the online operator’s manual and record in the comments section of the maintenance log.
Quality Control/Reagents 
Note:	Refer to IL TOP 350 Reagent and QC Preparation Chart (#) on how to prepare controls and reagents.
Controls are continuously monitored for their inventory, reagent volume and onboard stability.
Can be loaded onto the system after they have been prepared according to manufacturer’s instructions and allowed at least 15-30 minutes for reconstitution and warm up to room temperature.
HemosIL Cleaning solution A and HemosIL Rinse solution – can be loaded directly on to the analyzer
Storing Reagents
Store unopened/opened reagents/controls according to package inserts.
All reagents/controls should be refrigerated at 2–8° C.
HemosIL Cleaning solution, Factor Diluent and HemosIL Rinse solution can be stored at room temperature.
Loading QC and Reagents
Note:	Automatic positive material ID is dependent upon proper alignment of the bottle’s bar code label in the rack prior to placement on the instrument.
Note:	When loading sample, diluent or reagent racks, the racks must be pulled all the way out before loading.  Partially pulling out racks when loading or changing reagents/control may result in incorrect identification of the rack contents.
Load fresh prepared QC levels and factor Diluent bottle into Diluent rack.
Load prepared diluted Clean B, PT, aPTT, and DD reagents in a Reagent Rack.
Note:	The reagent probe needs to be cleaned with diluted Clean B after aspirating PT reagent. This is to prevent residue build up on the probe.
Load Diluent rack in to track position D1.
Load Reagent racks into track position R1- R3.
After reagent and diluent racks are loaded the following colors define the readiness of a particular barcoded bottle.
Green - Ready to use
Red - Not ready to use (material expiration)
Green with a “?” - Unable to read barcode (remove rack and reload) or manually enter reagent.
Yellow - Warning ( possible low volume and material expiration)
Manually ID QC and/or reagents
Double click on the reagent rack that needs identification
The Rack details list displays
Select the … to the right Material Name box of the position you would like to identify
From the pop up box select the reagent you have loaded. 
Quality Control Testing
PT and aPTT QC should be run every 8 hours of patient testing.  DD QC is run as needed, every 8 hours of patient testing.
Run QC:
After any maintenance is performed.
Whenever there is a software update, usually done by vendor.
Every 8 hours of patient testing
Programming QC from the QC Test Status List
Select QC _ Test Status List.
Double-click on the appropriate test or select the test and select the QC Statistics [image: ] icon.
Select the material for the test by clicking on it in the Tests/Material definition tree (on the left side of the screen).
You can toggle the display between Tests [image: ] Material and Material [image: ]Tests by clicking the Material/Test Tree View icon. [image: ]
Select the Program QC icon [image: ] to start running the QC tests.
QC will auto print upon completion.
Reviewing/Reporting QC Results
The QC Results List provides a statistical summary of QC results for all material/test combinations.
To review QC test results:
Select QC [image: ] Results List from the main menu.
Sort the QC Results list, if desired, by clicking on the appropriate column heading.
Select the Filter icon [image: ] in the tool bar (or select Actions [image: ] Configuration [image: ]  Filter from the menu) to select which results you want displayed. Enable "Apply to all the QCs" to display all the results.
Reporting QC Results
QC data is transmitted to HemoHub, where remedial action for out of range values is documented.  
When a value is out of range, the operator should:
Repeat the control using the same control material
If still not acceptable, reconstitute a new control and rerun.
If still not acceptable reconstitute new reagent for the out of range test and rerun both levels of control.
If still not acceptable notify Supervisor or Tech V.  Maintenance and troubleshooting procedures may be necessary.
If supervisor is not immediately available, set up back-up analyzer for testing until the issue is resolved.
Refer to Quality Control Policy SW.GL.CP.adm.0002
Calibration
Frequency
Calibration will be performed at least every 6 months.
With a change of reagent lot numbers
After major parts replacement when indicated as being necessary by the vendor.  
To satisfy local regulatory requirements
PT and APTT do not need to be calibrated.
Materials
Calibration materials must be defined.  Within the test definition, calibration units must be defined using the Result Unit Definition menu choice
2.	Programming Calibrations
a. 	Calibrations can be programed from the Sample Rack Details screen, the Calibration details screen, or can be automatically performed by the system
b.	Calibration Details screen
(1)	This method should be used when working with calibrator material placed in its original bottle in a diluent rack inserted into Diluent Track (D1)
3.	Review and Validating Calibrations
a.	Calibrations must be reviewed and manually validated so they can be used when working with patient samples.
b.	Validating a calibration is confirming that the calibration result is valid for a particular lot of calibrator.  
c.	TOP 350 is capable of storing the 5 most recent calibrations, although only on calibration can be validated at any one time.  Once the sixth calibration is run, the oldest calibration data will be removed from the Calibration Details screen.  The validated calibration is never removed
d.	To review and validate calibration test results:
	(1)	Select Calibration → Status List
(2)	Double click on the appropriate test to open the Coagulation Calibration Details screen.  You can also select the test name and then select the Calibration Details icon.
(3)	Select the Calibration Curve tab to show the calibration curve and results of the various dilutions.  You can also select the Calibration Information tab, Reactions Information tab, and the Tracking Information tabs to view more detailed calibration information.
(4)	Select the tab of the calibration you want to validate (e.g. Calibration 2) and select the Validation icon.  The calibration data is now stored in the system and will be used to calculate calibrated results for future tests.
Sample Analysis
Load Samples
Place samples in a sample rack so that the barcodes are facing outwards. 
Note:	Be sure to use the correct sample rack for capped versus uncapped samples 
Click or touch [image: ]Sample Area button from the Tool Bar to access the Sample Area screen. 
Choose a sample track (S1-S4) by pressing a track button on the front of the analyzer. 
Once the barcode reader is in position, load the sample rack onto the analyzer until the light on the track control panel turns green. 
Review the Sample Area screen to ensure that all samples were identified. Sample “dot” will be blue.
If the unit was unable to read the barcode [image: ] remove the rack, verify placement of barcodes, and replace the rack. 
Auto Run is enabled so testing will start immediately. 
Review Sample Analysis 
The Analyzer Status will change to Busy. 
On the bottom of the screen there will be a Time to Completion bar. This indicates the time until the end of the run (when the analyzer goes back to a Ready status). 
The sample circle will change from blue to purple after sample is sampled. A complete sample circle will be green indicating that the testing has been completed.
Hovering over a sample circle will give sample details.
The background color of an individual rack will give the status of the rack.
Background light blue - Samples are in process
Background grey - Samples testing has been completed.
Double click on a sample rack to open the Rack Details screen. 
The Sample Rack Detail screen lists every test ordered on each sample in the rack.
Choose Previous Screen[image: ] to return the Sample Area. 
Manually ID Samples 
Single click or touch[image: ] Sample Area. 
Double click on the[image: ] to open the Rack Details screen.
[image: ]
Confirm the Sample type: is Patient. If not, choose it from the drop down box. 
[image: ]
Manually enter a sample ID in the Sample ID: field. This can be a name or number. Select the Stat field if the sample is a stat. 
Single click or touch[image: ] Add/Remove Test to open the Tests and Profiles window.
[image: ]
Single click or touch Insert Rack[image: ] and load the rack at the Please insert new rack prompt. 
Analysis will automatically start. 
Find a Sample on the Sample List. 
Choose [image: ]Sample List ►Find. [image: ]
Enter the sample ID in the Search Text: field then choose Next. Choose Cancel to close the Quick Search box.
Add a test to a Sample Currently on Analyzer
Access the Sample Rack Detail screen of rack. 
Double click test request field of sample to open the Tests and Profiles window. 
Choose the test(s) you wish to add to the sample. 
The test is automatically added to the run in process. 
OR 
1. Access the Sample List. [image: ] Select sample. 
Single click or touch Add/Remove Test [image: ] from the Tool Bar. 
Choose the test(s) you wish to add to the sample. 
If the instrument status is Busy, analysis will automatically start. If not, click or touch Sample Area then click or touch Run to start analysis. 
6.	Reviewing Sample Results
	a. Sample List Display	y Information
(1)	Test Results – On the right side of the Sample List screen are the Test Results columns.  There is one major column for each test performed on a given sample.  Within the Test Results column the top level cell contains the name of the test; the second level cells contain the units of measure and the two icons that are used to identify job type and rerun mode.
(2) 	The cells in the Test Results column can contain several kinds of information for a sample
(a)	If the test is complete the test result numeric value is displayed
(b)	FAILED is displayed in the result failed
(c)	If the test is not complete, the status displayed in the first Test Result column for each tests
i. 	These include To DO, PLACED, NOT FEASIBLE, and ACTIVE
(3)	The Job Type column [image: ]uses a letter to indicate the type of test that was performed.  
	(a)	The most commonly used letters are:	
		i.	E- extended mode
		ii.	P- Parallelism mode
		iii.	D- Dilution mode
(4)	The Rerun Mode column [image: ]uses icons to indicate:
(a)	[image: ] This tests is a rerun that was triggered by a previously executed test
(b)	[image: ]  This test triggered a rerun
	(5)	Test Result notations can have specific meanings. 
(a)	If a test result has completed successfully, the mean result for each unit is displayed
(b)	If the test has completed by the results failed, the word FAILED is displayed.
(c)	If the test is not yet complete, its status is displayed in the first result column
(d)	If the result is underlined there are more results for this test that cannot be displayed.  
(e)	If the results is italicized there is at least one warning against it.  The only exception to this is the flag Second Algorithm used.
(f)	If the result is PURPLE and BOLD the result is out of test range
(g)	If the result is RED and BOLD the result is out of Linear Range but within Test range
(h)	If the result is ORANGE and BOLD the result is out of Therapeutic Range
(i)	If the result is BLUE and NON-BOLD the result is out of Normal Range but within Linear Range
(j)	If the result is BLACK and NON-BOLD the result is within normal range
(k)	An exclamation point displayed on the sample status circle indicates a failed result(s)
7.	Test Details Screen
	[image: ]
(1)	The Test Details screen enables you to access addition information about each test for the sample ID
(a) 	information includes Test code, Sample ID, Rack ID, sample position, Status, Upload status, validation status, validated date/time, Ordered date/time, Performed date/time, If it was reflex or a rerun test, errors and warnings, results, reaction graph(s), tracking information
8.	Parellelism
	(1) 	Parallelism results are displayed on a different screen
[image: ]
(2)	Multiple tabs are available, one for general information, one for tracking Information, and one for each of the Dilutions
(3)	a Parallelism report includes test code, sample ID, sample type, Rack ID, execution date and time, validation status date and time, primary unit at 100%, Parallelism cure slope, calibration curve slope, parallelism Y-intercept, %CV-CR, Parallelism R2, avereage of corrected result, Parallelism curve, Parallelism errors, concentration, mean primary value, corrected result, result, replicates
(4)	For each concentration the printout will contain Concentration, mean (mean value+measured unit), Primary (primary value+primary unit), corrected result, replicate vaue (printed once for each replicate up to a maximum of 3), replicate errors and warning.
 9.	Clot Curve Analysis
(1)	In the case of clotting reactions, significantly abnormal conditions may be found, for example, in samples from patients with liver function impairments.  These pathologic conditions are known to cause coagulation factor deficiencies as well as low fibrinogen levels.  
(2)	Samples from patients with these conditions can be difficult to analyze.  Samples of this nature will typically be flagged on all systems and the reaction should be visually evaluated on the TOP 350 systems to establish a clot time.
(3) 	The monitored clotting reaction is known as the clot curve and is available for display for all processed samples
(4) 	Samples with low fibringogen will often produce a normal looking clotting reaction.
(5)	Clot curves display may be reviewed in 2 ways.
(a)	Clot Curve reaction data only which shows the standard sample reaction.  Shows Baseline, acceleration and plateau phases
[image: ]
	(b)	Clot curve reaction data plus derivative curves
[image: ]
i. 	When viewing the reactions with the derivative curves the First Derivative is plotted as a pink line.
ii.	The Second Derivative is plotted in light blue
iii.	First and Second Derivative curves us the secondary y-axis located on the right side of the graph
iv.	The dark blue line is the standard sample reaction.
(i).	This curve uses the standard y-axis on the left side of the graph
v.	When a sample does not meet the criteria defined within the test definition, the measured result will be failed.  For such samples, the clot curve with the derivatives curves enabled can be a useful tool to visually establish the sample clotting time.
vi.	The operator can use the mouse cursor to view the time and reaction signal of any point along a curve by placing the cusor anywhere along the entire acquisition interval for the standard curve, first derivative, or second derivative.  
vii.	Positioning the cursor at the peak of the respective curve (i.e. Second Derivative for aPTT) would provide the clotting time and mAbs value for that sample, had it met all of the data check criteria.
viii.	BEFORE visually determining the result, it is always important to first ensure a clot has formed by reviewing the clot curve for a baseline, acceleration, and plateau phase.
LIMITATIONS
TOP 350 provides automate pre-analytical sample integrity check for hemolysis, icterus, and lipemia.  Specimens exceeding pre0set assay specific thresholds (see chart below) are flagged for further evaluation
	Test
	Hemoglobin
(hemolysis)
	Triglycerides
(lipemia)
	Bilirubin
(icterus)
	Rheumatoid factor

	
PT

	
500 mg/dL
	
4886 mAbs
	
30 mg/dL
	

	
APTT

	
500 mg/dL
	
4886 mAbs
		
26 mg/dL
	

	
D-DIMER

	
500 mg/dL
	
730 mAbs
	
18 mg/dL
	
1400 IU/mL


If the color of the patient’s plasma does not cause analysis errors on the TOP 350, no further intervention is necessary.  The steps below are only needed if error codes occur and the HIL indices exceed the established thresholds.  Refer to OPERATION OF HEMOHUB # for additional information.
1. 	Hemolysis	
(a)	Result test as “.ND” in SOFT and attach the canned comment “@SRED” (Specimen unsatisfactory due to hemolysis, repeat redraw requested)
(b)	Add a SPROB to the specimen and notify the ordering unit to request a redraw.
2.	Icterus:
(a)	Release results with an attached free text comment stating “Interpret results with caution.  The high level of bilirubin in the patient’s plasma may interfere with test results.”	
	3.	Lipemia:
(a)	Result test as ”.ND” in SOFT and attach the canned comment “@CLIP” (Sample unsatisfactory due to lipemia, repeat draw requested.”)
(b)	Add a SPROB to the specimen and notify the ordering unit to request a redraw.
(c)	If the issue persists with recollection, workstation redirect the specimen to SMH for ultracentrifugation and testing.
CALCULATIONS	Refer to each analyte specific SOP for details
INTERPRETATION	Refer to each analyte specific SOP for details
RESULT REPORTING
Therapeutic Range : 2.0 – 3.0
Reference Ranges: 
PT: 10.0 – 12.9 sec
INR: 0.9-1.1
PTT: 25.81 – 37.92 sec
All out patient reports will state the therapeutic range and the statement “The INR should be used to monitor patients on long term Warfarin. Selected patients may require higher levels of anticoagulation.” 
TRAINING
	Role
	Training Needed

	Management
	Read

	Technologist
	Read - For Minor Revisions
Perform Knowledge Check - For Major Revisions
Skills Assessment - Upon Initial Training


REFERENCES
ACL TOP FAMILY 50 Series Operator’s Manual Version 6.1 2015.
ACL TOP Family New Operator Boot Camp Binder	 
C.	SH.CP.SM.loe.0180 Documentation of Patient/Specimen Discrepancy Using Laboratory Problem Test.
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(specify: Article, Job Aid, Form, MSDS revision)
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(if applicable, or NA)
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IL ACL TOP 750 General Operations SOP - Knowledge Check
Set 1
							
In the event of a question answered incorrectly:  Single-line through the incorrect answer, initial & date, then select the correct answer.

ALWAYS HAVE CHANGES INITIALED BY YOUR TRAINER.

Circle True or False for each of the following statements.

	1.     
	True or False
	Recommended Specimens are frozen plasma or whole blood specimens collected into 3.2% buffered sodium citrate tubes.

	2.
	True or False
	Outpatient samples with insufficient volume should be tested and the results reported.

	3.
	True or False
	All samples loaded directly on the analyzer must be uncapped first.

	4.
	True or False
	To prevent residue build up on the reagent probe reagent probe needs to be cleaned with diluted Clean B after aspirating PT reagent.

	5.
	True or False
	Grossly hemolyzed and Lipemic samples that do not result do not need to be sent for further workup.


Any incorrect answers I may have initially written have been discussed and corrected.  I now understand the answers I answered erroneously.

PASSING GRADE IS 100%
										

________________________		
Employee name (print)			


________________________		______________________
Employee signature				(Date)

________________________		
Supervisor/Manager name (print)			


________________________		______________________
Supervisor/Manager signature			(Date)







IL ACL TOP 750 General Operations SOP- Knowledge Check
Set 2
							
In the event of a question answered incorrectly:  Single-line through the incorrect answer, initial & date, then select the correct answer.

ALWAYS HAVE CHANGES INITIALED BY YOUR TRAINER.

Circle True or False for each of the following statements.

	1.     
	True or False
	Ranges for Clinical Trial specimens are study specific and therefore the therapeutic range will be included in the study specific protocol.

	2.
	True or False
	A statistical summary of QC results for all material/test combinations can be found on the QC Results List.

	3.
	True or False
	Clotted specimens are checked visually for the presence of clots prior to analysis.

	4.
	True or False
	There are red adapters for the reagent racks and silver adapters for the diluent racks.

	5.
	True or False
	To access the Sample Area screen Click or touch Sample Area button from the Tool Bar.



Any incorrect answers I may have initially written have been discussed and corrected.  I now understand the answers I may have gotten wrong.

PASSING GRADE IS 100%
										

________________________		
Employee name (print)			


________________________		______________________
Employee signature				(Date)

________________________		
Supervisor/Manager name (print)			


________________________		______________________
Supervisor/Manager signature			(Date)

ACL TOP 750 General Operations SOP- Skills Assessment
						


Trainee Name: ______________________________________________ 


Trainer Name: __________________________________________ Review Date: _______________


	 Skill
	Trainee
Initial/date
	Trainer
Initial/date

	Locate and identify reagents.  
	
	

	Reconstitute, load and assess status of reagents and consumables.  
	
	

	Load and assess sample status.
	
	

	Run and print QC and patient samples.
	
	

	Perform maintenance procedures
	
	


								

________________________		
Employee name (print)			


________________________		______________________
Employee signature				(Date)

________________________		
Supervisor name (print)			


________________________		______________________
Supervisor signature				(Date)
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IL ACL TOP 750 General Operations SOP – Answer Key
All false answers must have correct answer with explanation.
All true answers must reference supporting statement in document.
Set 1 
	1.     
	True
	State Question: Recommended Specimens are frozen plasma or whole blood specimens collected into 3.2% buffered sodium citrate tubes?

	
	
	Supporting Statement: Recommended Specimens are frozen plasma or all whole blood coagulation specimens should be collected into 3.2% buffered sodium citrate tubes.

	2.
	False
	State Question: Outpatient samples with insufficient volume should be tested and the results reported?

	
	
	Correct Answer: For Outpatient samples: do not run or report these samples.  In SOFT place an .ND in the result field with the canned text comment “Sample volume inadequate, unable to perform required testing” in the comment field. Enter in SPROB test in SOFT

	3.
	True
	State Question: All samples loaded directly on the analyzer must be uncapped first?

	
	
	Supporting Statement: There is no cap piercer on the IL ACL TOP 750 LAS, all samples must be uncapped prior to loading.

	4.
	True
	State Question: To prevent residue build up on the reagent probe reagent probe needs to be cleaned with diluted Clean B after aspirating PT reagent.

	
	
	Supporting Statement: The reagent probe needs to be cleaned with diluted Clean B after aspirating PT reagent. This is to prevent residue build up on the probe.

	5.
	False
	State Question: Grossly hemolyzed and Lipemic samples that do not result do not need to be sent for further workup.

	
	
	Correct Answer: Grossly hemolyzed should not be analyzed and Lipemic samples that do not result will have to be sent to SMH for further workup


 Set 2
	1.     
	True
	State Question: Ranges for Clinical Trial specimens are study specific and therefore the therapeutic range will be included in the study specific protocol. 

	
	
	Supporting Statement: Clinical Trial specimen ranges are study specific and therefore the therapeutic range will be included in the study specific protocol, as applicable.

	2.
	True
	State Question: A statistical summary of QC results for all material/test combinations can be found on the QC Results List.

	
	
	Supporting Statement: The QC Results List provides a statistical summary of QC results for all material/test combinations. 

	3.
	True
	State Question: Clotted specimens are checked visually for the presence of clots prior to analysis.

	
	
	Supporting Statement: Clotted specimens are checked visually for the presence of clots prior to analysis.

	4.
	False
	State Question: There are red adapters for the reagent racks and silver adapters for the diluent racks

	
	
	Correct Answer: There are red adapters for the diluent racks. There are silver adapters for the reagent racks.

	5.
	True
	State Question: To access the Sample Area screen Click or touch Sample Area button from the Tool Bar.

	
	
	Supporting Statement: Click or touch Sample Area button from the Tool Bar to access the Sample Area screen.
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