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The information and procedures provided will assist you in operating and maintain your Architect System.  For more information, refer to the Architect System Operations Manual.
Before attempting to operate the system, you should be familiar with the hardware components of your system and the fundamental principles of the software user interface. See Use or function in the Operations Manual.
Operating instructions topics include:
1. System startup and shutdown
Describes how to start up, pause, shut down, cycle power to, and power off the system and its components. 
2. Daily Start Up
Provides a description of the Supply status screen and instructions for performing consumable inventory management procedures. 
3. Reagent inventory management
Provides descriptions of the Reagent status and Reagent history screens and instructions for performing reagent inventory management procedures. 
4. Maintenance and Utilities
Perform procedures for daily, weekly, monthly, and quarterly maintenance.
5. Sample Management
Describe how to prepare, load, and unload samples, and how to initiate processing.
6. Calibration Procedures
Descriptions of the calibration status, guidelines, rules, curve storage.  Perform calibration ordering and reviewing. 
7. Control Procedures
Procedures for QC results review, rerun, and release.  Provides descriptions for the Stored QC results screens and instructions on how to view and archive QC results that have been released.
8. Patient Testing
Describe automated ordering of patient samples, descriptions of the patient order screen and instructions for performing patient orders.  Provides descriptions of the results review screens and instructions for rerunning tests.  Patient stored results.
9. Exception management
Provides a description of the Exception status screen and instructions for performing exception management procedures. 
10. Report Printing
Instructions to turn print patient reports on during downtime, enable/disable LIS communication window.  Print a screen and delete a print job in queue.

ARCHITECT integrated system
The ARCHITECT integrated system is a fully-automated clinical chemistry and immunoassay system consisting of a c System and an i System processing module that form a single workstation.
Integrated systems include:
• ARCHITECT ci4100 consisting of a c4000 and an i1000SR processing Module
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Legend:
1. System control center(SCC): Computer system that provides user control of the processing module(s) and related components through a centralized interface.
2. Processing module/PM (c System): Diagnostic module that performs sample processing using potentiometric and photometric methods.
3. Processing module/PM (i System): Diagnostic module with priority processing capability that performs sample processing using the CMIA (chemiluminescent microparticle immunoassay) method.
4. RSH - robotic sample handler: Transport module that presents samples to the processing module(s) for analysis and retesting.




1. SYSTEM STARTUP AND SHUTDOWN
See Section 5.2 of Architect System Operations Manual for more details
Step 1- Shutdown SCC
1.  Verify both SH and PMs are in Ready, stopped, or Offline status.
2. Select F3 Shutdown from Snapshot screen.
3. Select OK to confirm shutdown. 
4. Press Ctrl+Alt+Delete Keys when message displays.
5. Perform one of the following:
· If the dialog window displays leave the Shutdown the computer option selected, select OK and then wait for the information window to display.
· If the red power off button displays, select [image: ]
6.  Select Shutdown the computer and press OK when message displays.

Step 2 – Power Off SCC
	Turn off power to SCC when instructed on the screen.
· SCC Power button is located on front of the CPU.  You may need to press and hold the button for several seconds for the power to go off.

Step 3 – Power Off PMs
	Turn off power to both the c and i PMs
· The power switch is located above the power cord on the lower left rear of the processing module.

Step 4 – Power On SCC
1.  Turn power on to SCC
2. Allow the system software to initialize.
3. Wait for the Snapshot screen to display
· No user intervention is needed during this time.

Step 5 – Power on PMs
1.  Turn power on to both the c and i PMs
· SH and PMs stay in Offline status approximately five minutes prior to changing to Stopped.  No user intervention is needed at this time.
2.  Select the Sampler Handler and Processing Module graphics.
3.  Select F5-Start-up.

Note:  
If PMs power is on when you power on the SCC, communication will not be properly established between the system components, and the SH and PMs status will remain Offline indefinitely.  If this occurs, power off the PMs, wait several minutes then power on the PMs.

EMERGENCY SHUTDOWN
When an unusual circumstance indicates that an emergency may exist, you should turn off power to the ARCHITECT System. Steps for turning off the power vary slightly based on whether you have a single or multi-module system.
This system is configured with the RSH, you must discard all sample cups and/or tubes on the sample carrier if a carrier is in the RSH carrier transport when you perform an emergency shutdown. When you perform an emergency shutdown, samples and the surrounding area may be contaminated by sample splashing as the carrier transport motor loses power. See Remove sample carrier(s) from the carrier transport and carrier positioner(s) (RSH), in Operations Manual, for proper recovery information.
[bookmark: autoid-8e44bc5f595f4de482da03be8224d8cf]Perform an Emergency Shutdown on a c4000

Perform this procedure to stop the sample handler and processing module on a c4000.
To perform an emergency shutdown on a c4000 system:

1. Perform the following:
– Move the power switch on the back of the processing module down to the OFF/O position to turn off the power.

2. Disconnect the main power cord at its receptacle.

NOTE: This AC power cord does not disconnect power to the System Control Center (SCC).

Perform an Emergency Shutdown on an i1000SR

Perform this procedure to stop the sample handler and processing module on an i1000SR.
To perform an emergency shutdown on an i1000SR system:

1. Perform the following:
– Move the power switch on the lower center rear of the processing
module down to the OFF/O position to turn off the power.
2. Disconnect the main power cord at its receptacle.

NOTE: This AC power cord does not disconnect power to the System
Control Center (SCC).
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LONG-TERM SHUTDOWN (i SYSTEM)
When you shut down an ARCHITECT i System for more than seven days, you must perform diagnostic procedure 2135 Long Term Shutdown, in Operations Manual. This diagnostic procedure:
1. Flushes all pumps with air and then deionized water 
2. Removes all RVs 
For instructions on how to perform this diagnostic procedure, see Perform a diagnostic procedure in your Operations Manual.
For information on preparing an ARCHITECT i System for start up after a long-term shutdown, contact your Area Customer Support.

2. DAILY START UP
Perform the following procedures for each daily start up.
· Check the supply status and reagent inventory.
· Replace and update supplies and reagents.
· Daily Maintenance.
· Calibrate assays with calibrations status
· No Cal
· Expired or
· That will expire during the shift.
· Quality Control.

The Overview-Plan My Day is a single screen that displays all required actions within a specified time frame for reagent inventory, calibrations, supplies, QC and maintenance.

Check Supply Status
To Check the status of supplies:
1.  From the Snap shot screen review the supply portion of the processing module graphic or select the Supplies icon and navigate to Supply Status screen.
2. Verify supplies are within the expiration date listed on the label,  DO NOT USE if the supplies have reached the expiration date.  
3. Click the supply status portion of the graphic to access the Supply status screen for more information.
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From the c System view of the Supply status screen you can:
1. View the volume and percent of bulk solutions 
2. View the volume and percent of onboard solutions in the reagent supply centers 
3. View the status of onboard solutions in the sample wash solutions 
4. Access a window to update the status(es) of bulk solutions and onboard solutions 
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c System consumable inventory management include:
1. Replace bulk solutions and update inventory (c System) 
2. Prepare 0.5% acid wash solution (cSystem) 
3. Prepare detergent A (c system) 
4. Prepare 10% detergent B solution (c System) 
5. Replace onboard solutions in the reagent supply centers and update inventory (c System) 
6. Replace onboard solutions in the sample wash area solutions and update inventory (c System) 


Replace and Update Supplies (c System)

Replace and update supplies as follows.  For more information on preparing solutions, see the Job Aid Charts or refer to the Architect System Operations Manual “Solutions used in daily operations”
IMPORTANT
DO NOT pool partially filled bottles of solutions.
Results can be adversely affected if you do not load bulk solutions correctly.

Update Supplies (c System)

1.  Click F2 – Update supplies.
2. From the Update supplies window, select the appropriate solutions that were replaced by checking the appropriate check boxes.  If applicable, enter lot numbers and expiration dates.
3. Click Done.
4. The Supply screen displays the updated solutions as 100% or OK.
5. Click F1 -  Exit to return to the Snapshot screen.  The status on the supply portion has also been updated to a status of OK.



JOB AID CHARTS
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Replace bulk solutions and update inventory (c System) 
Perform this procedure to replace and update ICT Reference Solution, Acid Wash, or Alkaline Wash inventory when the bottle is empty or the solution is expired.
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1.  ICT reference solution (c system):  Aspirated and analyzed by the ICT module before and after each sample to provide a reference potential used to calculate results.
2. Alkaline wash (c System):  Used by the cuvette washer to clean the cuvettes after sample analysis.
3. Acid wash (c System): Used by the cuvette washer to clean the cuvettes after sample analysis.
Replace onboard solutions in the reagent supply center and update inventory 
Perform this procedure to replace and update onboard solution inventory in the reagent supply center when the inventory is empty or the solution is expired.  Onboard solutions in the reagent supply center may include a 0.5% dilution of acid wash, detergent A, or a 10% dilution of detergent B.

[image: ]
[image: ]
Replace onboard solutions in the sample wash solutions area and update inventory
Perform this procedure to replace and update onboard solution inventory in the sample wash solution area when the sample cup or tube is empty or the solution is expired.  Onboard solutions in the sample wash solution area  include ICT Cleaning Solution, 0.5% Acid Wash, and Detergent A.

[image: ]Remove the sample wash solution carrier (1).
From the iSystem view of the Supply status screen you can:
1. View the volume and percent of bulk solutions 
2. View the status of solid waste 
3. View the status of RVs (reaction vessels) 
4. Access a window to update the status(es) of bulk solutions, solid waste, and RVs 
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iSystem consumable inventory management include:
1. Remove solid waste and update inventory (iSystem) 
2. Replenish RVs and update inventory (iSystem)
3. Prepare wash buffer (iSystem) 
4. Replenish wash buffer manually and update inventory (iSystem) 
5. Replace pre-trigger and/or trigger solution and update inventory (iSystem) 

Update Supplies Window – i1000
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Update Supplies (iSystem)
1. Click F2 – Update supplies
2. Select the check boxes for the appropriate solutions that were replaced,
3. Click Done.
4. If adding Wash Buffer, a message to verify the transfer tubing connection displays.  Click OK once you have verified the transfer tubing connection.
5. The supply screen displays the updated solutions as 100% or OK, waste empty, RV status updated  and wash buffer is “FILL INPROGRESS” and updates once the fill is complete.
6. Click F1 – Exit to return to the Snapshot screen.  The status on the supply portion has also been updated to a status of OK.
Empty Waste
1.  Open the Supply and Waste Center door.
2.  Slide out the drawer and lift the solid waste container out of the drawer.
3.  Remove the biohazard bag from the solid waste container and discard the bag.
4.  Install a new biohazard bag.
5.  The bag must be fully opened for RVs to drop freely into the container.
6.  Push the drawer back in place.

Replenish RVs
1.  Open the RV hopper cover.
2. Add RVs  *Do not overfill.
3. Close the RV hopper cover.


Prepare and Replenish Wash Buffer
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1. Invert the one liter (1L) concentrated wash buffer bottle several times to ensure a homogenous solution.
2. Pour the concentrated wash buffer into the preparation container.
3. Slowly add DI water into the preparation container until the liquid reaches the ten liter (10L) Mark (dashed line).
4. Open the supply and waste center door.
5. Place the transfer tubing into the preparation container.
6. Attach the transfer tubing to the quick disconnect.  
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7.  Select the appropriate Module option on the Supply status screen, and  then
select F2 - Update supplies.  The Update supplies window displays.
8.  Select the Add buffer check box.
9.  Enter the lot number and expiration date in the same format as they appear
on the wash buffer bottle label
10.  Select Done.  An information  message displays.
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11.  Select OK to initiate buffer transfer.
The Supply status screen displays with a Wash buffer status of  FILL IN PROGRESS.
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12. Wait for the fill to complete, and then disconnect the wash buffer transfer
tubing from the quick disconnect on the wash buffer reservoir. 
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13. Remove the tubing from the preparation container.
14.  Drain any liquid remaining in the transfer tubing into a sink by raising the tubing above the level of the sink and depressing the connector (as
indicated in the graphic) in the end of the tubing.
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15.  Dry the outside of the tubing with a clean soft lint-free tissue, and then store
the tubing in a clean, dry place.
16.  Close the supply and waste center door.
17.  Rinse the wash buffer preparation container with purified water and place
the container upside down to air dry.  
18. Prepare wash buffer so it is ready the  next time you  need to load wash
buffer. (optional) 



Replace Pre-Trigger/Trigger Solutions
1.   Open the supply and waste center door.
2.   Slide the Pre-Trigger/Trigger tray out.
3.   Move the bottle to be replaced to the bottle exchange position in the middle of the tray.
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4.   Place the new bottle in the correct location in the tray.
5.   Remove the cap from the new bottle.
6.   Remove the cap from the used bottle.
7.   Place the level sensor into the new bottle with the arrow on the cap facing the front.
8.   Tighten the cap.
9.    Discard the used bottle.
10.  Slide in the Pre-Trigger/Trigger tray.
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3. REAGENT INVENTORY MANAGMENT
See Section 5-104 Operating Instructions, Reagent Inventory Management for more information.
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To Check Reagent Status:
1.  From the Snapshot screen
Select the Reagents portion of the processing module graphic OR Select the Reagents icon and  navigate to the Reagent status screen.
2. Attend to reagents that display a caution symbol.
3. Before loading reagents, verify that they are within the expiration date.  DO NOT USE if expired.
4.  From the processing module graphic, click Reagent to access the Reagent status screen.
5.  From the Reagent Status screen, determine the reagent status conditions using the colors on the carousel graphic.
6.  From the reagent table, click the Reagent Status column to sort data and display all kits that require operator attention.
7.  Select View All from more information about the reagents loaded on your system.
8.  Click F4 – Print to print the Reagent Status report.
9.  From the Reports Available, select Reagent Status Report, and click Done.
 
Reagent Inventory (C System)
From the c4000 view of the Reagent status screen you can view information for reagents loaded on the reagent carousel, such as:
• Reagent location
• Assay name
• Calibration status
• Remaining tests
• Reagent status
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Perform the following procedures on the c System to update your reagent status:
Prepare and Load Reagents
1.  Verify that the appropriate reagent carousel advance key is illuminated.
2.  Invert the reagent cartridge gently to ensure a homogenous solution.
3.  Remove and discard the cap.  Ensure the cap liner is also removed.
4.  Remove any air bubbles with a clean applicator stick.
5.  Open the processing module cover.
6.  Open the reagent supply center cover.
7.  Load the reagent cartridges into any open  position(s) in the appropriate supply center  using adapters if necessary. *press the carousel advance key to advance the carousel if necessary.
8.  Close the reagent supply center cover.
9.  Close the processing module cover.

Update the Reagent Status Screen
1.  Perform a reagent scan each time you load or unload a reagent kit by selecting F5-Scan or by initiating a run on the processing module.
2.  When scanning is complete, click Refresh.  The new reagent information appears on the Reagent satus Screen.
Unload Reagent Cartridges
1. Verify that the appropriate carousel advance key is illuminated.
2. Open the processing module cover.
3. Open the reagent supply center cover.
4. Use the carousel advance key to rotate the carousel so that the reagent
cartridge is at the front of the instrument.
5. Remove the reagent cartridge from the carousel.
* The outside of the cartridges may be wet. Do not allow condensation to drip
into the other reagent cartridges.
6. Select F5-Scan to update the reagent inventory.
* When removing empty reagent cartridges, always remove both R1 and R2 for
two reagent assays.
* Onboard stability is tracked only when the reagent kit is on board the
processing module. To update the onboard stability timer, you must perform a
reagent scan every time you unload a reagent kit.


Load Non-Bar Coded Reagents 
1. Select F6 - Assign location on the Reagent status screen.
2. Select the desired reagent from the Reagent kits table.
3. Select the desired Reagent supply center 1 option, and then enter the desired location in the data entry box.
4. Select the desired Reagent supply center 2 option, and then enter the desired location in the data entry box. (optional)
5. Select Add. The assigned position(s) displays in the Reagent kits table.
6. Verify the expiration date of the reagent. DO NOT use the reagent if the expiration date is exceeded.
7. Select Done on the Assign location window to return to the Reagent status screen.
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Replace Non-Bar Coded Reagents (c System)
1. Verify the reagent carousel advance key(s) is illuminated.
2. Remove the empty cartridge(s) and place the new cartridge(s) into the same location on the reagent supply center.
3. Close the reagent supply center cover(s).
4. Close the processing module cover.
5. Select the desired non-bar coded reagent from the Reagent status table on the Reagent status screen, and then select F8 - Reset.
6. Select OK to confirm.
* The updated remaining tests and reagent status display in the Reagent status table.  The onboard stability timer restarts. To update the onboard stability timer you must perform a reset every time you load a new reagent kit.

Unload Non-Bar Coded Reagents (c System)
1. Verify the reagent carousel advance key(s) is illuminated before accessing the reagent supply center.
2. Remove the desired reagent(s) and close reagent carousel cover.
3. Select F6-Assign location on the Reagent status screen.
4. Select the desired reagent from the Reagent kits table.
5. Select Unload. The assigned position no longer displays in the Reagent kits table.
6. Select Done.


Reagent Inventory (i System)
From the i1000SR view of the Reagent status screen you can view information for reagents loaded on the reagent carousel and RSH (robotic sample handler),
such as:
• Reagent location
• Assay name
• Calibration status
• Remaining tests
• Reagent status
• Carrier status
• Scheduled tests
• Ready to unload time (reagent kit becomes available to unload)
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Perform the following procedures on the iSystem to update your reagent status:
Prepare Reagents
1. Verify that the required assay reagent components are present as per the assay-specific package insert.
2. Ensure the reagent bottles are not leaking.
3. Invert the microparticle bottle gently 30 times to resuspend
microparticles.
* DO NOT USE if microparticles do not resuspend.
4. Open the reagent bottle and discard the white cap.
5. Remove any air bubbles with a clean applicator stick.
6. Snap a septum onto the top of each bottle.

Load Reagents (i1000SR)
1. Place the reagent carrier on a work surface with the handle to the left.
2. Place the bottle with the yellow color band securely into the position with the yellow seat, pink color band with the pink seat and green color band with the green seat on the reagent carrier.
3. Ensure bottles are not tilted and the reagent bar code is visible.
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Load Reagents on the RSH (i1000 SR)

1. Determine RSH status. The RSH must be in RUNNING status to load  reagents; the Processing Module can be in either READY or RUNNING.
2. Verify the indicators below the desired section are off.
3. Load the reagent carrier into the section by pushing it in until the indicator illuminates.
Unloading Reagents (i1000SR)

1. Select the Page scroll right button and verify there are no scheduled tests for the reagent kit to be unloaded. If a reagent kit is unloaded, all scheduled tests for the reagent kit will go to exceptions.
2. Select the desired reagent kit(s) to be unloaded, and then select F7 Unload. The reagent carrier will be unloaded to an available section of  the RSH.
3. Remove the reagent bottles from the RSH and place a new teal- colored replacement cap on the reagent bottle covering the septum.
4. Store the reagent bottles in an upright position in the refrigerator.





4.	Maintenance and Utilities
Perform the following procedures for daily, weekly, monthly, and quarterly maintenance.  To begin, access the Maintenance screen.  From the System  menu, select Maintenance.
See Section 9 Service and Maintenance of the Architect Operations Manual for more details.
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View the Maintenance Log
1. From the Maintenance screen, select the desired module.
2. Click F2 - Maint. Log.
3. Click the scroll down arrows to view more Maintenance records.
−−Use the previous/next buttons to display the desired month.
−−The System stores up to 12 months of Maintenance logs.

Performing a Maintenance Procedure
From the Maintenance screen, perform the following procedures:

1. Select the desired module.
2. Select the To do, Daily, Weekly, Monthly, Quarterly, or As needed tab.
3. Select the desired procedure from the MAINTENANCE PROCEDURES column.
4. Select F5 - Perform.
5. Click OK to perform the procedure.
6. Select Proceed, and then follow the on screen instructions. Click the scroll down arrows to view more instructions if necessary.
[image: ]
7. Enter the required information  in the User Input data entry box.
8. Select Continue.
9. Continue to follow the instructions in the INSTRUCTIONS box.
10. When maintenance procedures complete, select Done to return to the Maintenance screen.
* Select the Close Window button to perform maintenance on another processing module or to access other screens.



Daily maintenance description (c System processing module)
6024 Check 1mL Syringes (2 mins)
Perform this daily maintenance procedure to ensure:
• The pump syringe connections on the wash solution pump do not leak
• The syringe plunger interiors do not show evidence of leakage
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6028 Check DI Water Purity (2 mins)
Perform this daily maintenance procedure to check the required purity of the
water supply to facilitate accurate patient results.

6070 Daily Maintenance  (15 mins)
Perform this daily maintenance procedure to:
• Flush sample and  reagent lines
• Inspect the sample and reagent syringes for bubbles and leaks
• Replace sample wash solutions
• Change water in bath
• Add Water Bath Additive
• Wash ICT probe with ICT Cleaning Fluid and ICT Reference Solution
• Drain and fill ICT reference cup
• Verify that a backup has been performed in the last thirty (30) days. If it has
not, the operator is instructed to perform one.
• Check the database integrity


Weekly maintenance description (c System processing module)

6019 Check ICT Components (2 mins)
Perform this weekly maintenance procedure to ensure:
• The ICT probe does not drip
• No bubbles are in the ICT tubing
• The pump syringe connections on the ICT aspiration pump and the ICT
reference solution pump do not leak
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6021 Clean Mixers (3 mins)
Perform this weekly maintenance procedure to ensure mixers are free of protein
buildup.


6023 Clean Sample/Reagent Probes (5 mins)
Perform this weekly maintenance procedure to ensure:
• The exterior of the sample and reagent probes are free of protein buildup.
• The probes are not damaged, leaking, or dripping.

6056 Clean Cuvettes with Detergent (25 mins)
Perform this weekly maintenance procedure to ensure cuvettes are free of
protein buildup and reagent residue.

6308 Check HC Waste Pump Tubing (2 mins)
Perform this weekly maintenance procedure to ensure the high-concentration
waste pump tubing is free of blockage.
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Monthly maintenance description (c System processing module)

6016 Check Dispense Components ( 2 mins)
Perform this monthly maintenance procedure to ensure:
• Air bubbles are not being introduced into the sample and/or reagent
syringes or the sample and/or reagent tubing
• Probe and grounding wire screws are tight
• Reagent probe tubing is not discolored

6018 Clean Cuvette Washer Nozzles (5 mins)
Perform this monthly maintenance procedure to ensure nozzles are clean and clear of debris to facilitate optimal operation.

6026 Check Syringes and Valves ( 3 mins)
Perform this monthly maintenance procedure to ensure the syringes, solenoid
valves and their connections do not leak.
[image: ][image: ]

6300 Clean ICT Drain Tip ( 2 mins)
Perform this monthly maintenance procedure to ensure ICT aspiration drain tip
is free of debris and salt buildup.
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Quarterly maintenance description (c System processing module)

1003 Change Lamp (15 mins, does not include 30 min warmup)
Perform this quarterly maintenance procedure to change the lamp.
6301 Sample Syringe Maintenance ( 10 mins)
Perform this quarterly maintenance procedure to replace sample syringe o-rings
and seal tips 1 and 2. Perform as-needed maintenance procedure 2132 Flush Water Lines

6302 Wash Syringe Maintenance ( 10 mins)
Perform this quarterly maintenance procedure to replace wash solution syringe
o-rings and seal tips 1 and 2.  Perform as-needed maintenance procedure 2155 Flush Bulk Solutions

6303 Reagent Syringe Maintenance ( 10 mins)
Perform this quarterly maintenance procedure to replace reagent syringe orings
and seal tips 1 and 2.  Perform as-needed maintenance procedure 2132 Flush Water Lines

6304 Change 1 mL Syringes ( 15 mins)
Perform this quarterly maintenance procedure to replace 1 mL syringes on:
• ICT reference pump
• Wash solution pump
• ICT aspiration pump
Perform as-needed maintenance procedure 6063 Flush ICT Module, page 9-
41, to prepare for operation on completion of changing 1 mL syringes for ICT
reference and ICT aspiration pumps.
Perform as-needed maintenance procedure 2155 Flush Bulk Solutions, page 9-
37, to prepare for operation on completion of changing 1 mL syringes for the
wash solution pump.

6305 Change ICT Asp Check Valve (5 mins)
Perform this quarterly maintenance procedure to replace ICT aspiration check valve. Perform as-needed maintenance procedure 6063 Flush ICT Module 

6306 Check ICT Ref Check Valves ( 3 mins)
Perform this quarterly maintenance procedure to evaluate ICT reference solution check valves and ensure they are functioning.
6307 Check/Clean HC Waste Sensor ( 10 mins)
Perform this quarterly maintenance procedure to:
• Check the high-concentration waste sensor

As-needed maintenance description (c System processing module)
See ARCHITECT System Operations Manual 
Perform these recommended as-needed maintenance procedures on the c
System during troubleshooting/diagnostics or during routine operation when
problems are observed:
• 1120 Sample Pipettor Calibration, page 9-34
• 1121 R1 Pipettor Calibration, page 9-34
• 1122 R2 Pipettor Calibration, page 9-35
• 2129 Add Water Bath Additive, page 9-36
• 2131 Flush ICT Cup, page 9-36
• 2132 Flush Water Lines, page 9-36
• 2134 Change Water Bath, page 9-37
• 2155 Flush Bulk Solutions, page 9-37
• 2181 Internal Decontamination (FSE logon), page 9-37
• 2183 Clean Wash Cups, page 9-38
• 3525 Temperature Status, page 9-38
• 3526 Check Water Bath Temperature, page 9-39
• 6027 Clean Reagent Supply Center (c4000), page 9-39
• 6052 Wash Cuvettes, page 9-39
• 6053 Probe Water Wash, page 9-39
• 6054 Probe Acid Wash, page 9-39
• 6055 Detergent B Probe Wash, page 9-40
• 6057 Detergent A Probe Wash, page 9-40
• 6058 Clean R2 Probe, page 9-40
• 6062 Wash ICT with Cleaning Fluid, page 9-41
• 6063 Flush ICT Module, page 9-41
• 6064 Clean Reaction Carousel, page 9-41
• 6310 Clean cuvettes - manually, page 9-41



Daily maintenance description (i1000SR processing module)
6440 Daily Maintenance ( 10 mins)
Perform this daily maintenance procedure to:
• Clean the outside of the probes in the wash zone
• Mix the microparticle bottles on the reagent carousel
• Dry the vacuum pump filter
• Flush and prime the wash zone, pre-trigger, and trigger manifolds
• Verify that a backup has been performed in the last thirty (30) days. If it has
not, the operator is instructed to perform one.
• Check the database integrity

Weekly maintenance description (i1000SR processing module)
6407 Probe Cleaning – Manual (5 mins)
Perform this weekly maintenance procedure to clean the outside of the pipettor
            and wash zone probes to remove salt buildup.

6445 Pipettor/WZ Probe Cleaning ( 15 mins)
Perform this weekly maintenance procedure to clean and condition the pipettor
probe and to clean the WZ (wash zone) probes.

6450 Wash Cup Cleaning (2 mins)
Perform this weekly maintenance procedure to clean the wash cup and wash
cup baffle to remove salt buildup.


Monthly maintenance description (i1000SR processing module)

6405 Air Filter Cleaning (10 mins)
Perform this monthly maintenance procedure to manually remove dust buildup
from the air filters. Since the filters must be reinstalled dry, it is recommended
you rotate between two filters to improve efficiency.




As-needed maintenance description (i1000SR processing module)
See ARCHITECT System Operations Manual 

Perform the recommended as-needed maintenance procedures on an i1000SR
processing module during troubleshooting/diagnostics or during a routine
operation when problems are observed. Perform these procedures as needed:
• 1109 Wash Cup Pre-alignment (FSE logon), page 9-90
• 1110 Pipettor Calibration, page 9-90
• 2136 Air Flush, page 9-91
• 2137 Flush Fluids, page 9-91
• 2160 Prime Wash Zone, page 9-91
• 2162 Prime Pre-Trigger and Trigger, page 9-92
• 2190 Internal Decontamination, page 9-92
• 3535 Temperature Check - Manual, page 9-93
• 3540 Temperature Status, page 9-93
• 4100 Buffer Run, page 9-94

Performing a System Backup
To perform a system software backup, perform the following instructions:
1. From the System menu, select Utilities.
2. Click F4 - Create backup.
* You can create a total of three software backups. The fourth time you create a
backup, the system removes the backup with the oldest date and replaces it
with the new backup.
3. In the Comments field, enter a comment if desired.
4. Click Done to create the backup.
To copy the system software backup to a CD, perform the following
instructions:
1. From the System menu, select Diagnostics.
2. Select option Module 5 for SCC.
3. Page down and select the Utilities tab.
4. Select 6004 Copy Backup Software.
5. Select F5 - Perform and follow the on screen instructions to copy to a
CD.

5.  Sample Management
Sample management consists of the activities associated with preparing and loading samples, initiating processing, and unloading samples.

Sample cup and/or tube requirements
The following sample cups and/or tubes are acceptable for use on the
ARCHITECT System:
• ARCHITECT System sample cups (see Sample cup, page 5-241 of  Architect System Operations Manual)
• ARCHITECT System sample cups used in conjunction with sample tubes
• Aliquot and primary sample tubes (see Aliquot and primary sample tube
specifications, page 5-241)
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Sample gauge label
You use the sample gauge (1 on the following illustration) to verify at least 8
mm of sample is present above the clot, gel separator, or plasma/red cell
interface when using primary tubes.
You also use the gauge to verify at least 8 mm of sample is present in an
aliquot tube.
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LOAD SAMPLES FOR PROCESSING
To load samples for processing:
1. Verify both of the indicators below the desired section are off, which
indicates the section is available.
2. Position the sample carrier(s) so that the carrier ID label is at the front
of the RSH or carrier tray where the handle is located.
3. Push the carrier into the priority or routine section until the indicator illuminates.
To initiate sample processing:
1. Initialize the processing module by performing one of the following:
−−Press the run key on each processing module keypad if available.
−−Select the appropriate processing module graphic(s) on the Snapshot
screen, and then select F8 - Run.
2. Initialize the sample handler, if the status is not Running, by
performing one of the following:
−−Press the run key on the sample handler keypad if available.
−−Select the sample handler graphic on the Snapshot screen, and then
select F8 - Run.

REMOVE SAMPLES IN PROCESS
Never remove or add samples, sample carriers, or carrier trays on the RSH
when an amber indicator is illuminated unless you perform one of the
following:

Pause the RSH
1. Click the sample handler graphic.
2. Click F7 - Pause and wait for the steady green indicator to illuminate.

Suspend the RSH
1. From the Sample status screen, select the patient sample.
2. Click F6 - Suspend and wait for the steady green indicator to illuminate.
3. After removing the desired sample, perform one of the following:
−−Order reruns for the exceptions
−−Reload carrier or tray for sample processing

RSH STATUS INDICATORS
Each priority section and routine section/bay has a set of indicator lights
with two colors:
−−Green lights (on the top)
−−Amber lights (on the bottom)
When the RSH is in the Running status, the lights indicate the status of the
sample processing and sample accessibility as follows:

[image: ]


UNLOAD SAMPLES (RSH)
Perform this procedure to unload samples from the priority and/or routine bay(s) of the RSH when they are no longer needed on the system.
NOTE 
Review the Exception status and Rerun status screens to determine if the sample(s) is still needed on the system. See Access the Exception status screen, or Access the Rerun status screen.
Prerequisite:
Bay/section indicator:
1. blinking green 
2. solid green 
3. alternating green/amber  
To unload samples:
1. Remove the sample carrier or carrier tray by performing one of the following: 
a. Lift the sample carrier out of the section when unloading from the priority bay. 
b. Grasp the carrier tray handle, and then lift up and pull the carrier tray out when unloading from the routine bay. 
2. Remove the samples from the sample carrier. 
3. Dispose of sample cups in a biohazardous waste container. 
4. Store remaining samples according to laboratory guidelines. 


6.  Calibration Procedures
Calibration is analyzing samples of known concentrations, recording the instrument response value(s), and plotting the measured value(s) against the known concentration to create a curve for evaluating unknown samples.

Prior to running patient and control samples you  must calibrate your assay(s).
Perform the following procedures to check the calibration status and run calibrations.
Check Calibration Status
The ARCHITECT System provides several means by which the operator can determine the status of calibration curves.
1. Select Cal Status from the cSystem processing module graphic on the Snapshot screen.
−−The Cal Status field displays a caution  icon when a calibration curve within 1 hour of expiration, expired, or failed.
−−The Cal Status field is not available on the iSystem processing module
graphic.
2. Select Calibration Status from the QC-Cal icon. The QC-Cal icon will blink when a calibration curve is within 1 hour of expiration, expired, or failed.
The latest calibration information  is displayed for each assay and reagent lot currently loaded on the system. Selecting the table header of “EXP DATE/ TIME” allows you to sort the table in the order of calibration dates and Times.

Calibration Guidelines
After you install an assay(s) that requires a calibration, you must generate an active calibration curve. You do not need to recalibrate assays every time  they are run; however, certain variables make recalibration  necessary.
NOTE: It is recommended that you  run all levels of appropriate controls whenever you calibrate an assay.

Mandatory assay calibration
You must perform a calibration when:
• A new reagent lot number is used
• Documentation accompanying a new version of an existing assay file states calibration is required
• A new assay file that requires a calibration is installed
• The calibration curve has expire

Optional assay calibration
You may need to perform a calibration when:
• Assay control values are out of specification. For specific information regarding quality control, see the reagent manufacturer's assay-specific documentation (such as a package insert or reagent application sheet).
• Certain system  maintenance/component replacement procedures are performed.
• Certain errors occur. To determine whether recalibration is necessary when an error occurs, see assay-specific error codes.


Calibration Sampling Rules
When multiple reagent lots for an assay are loaded on the system and the sampling process for a calibration order is ready to begin, the system determines the lots to calibrate using the following rules.
• If all reagent lots for the assay do not currently have a calibration status of Active or Pending QC, the system calibrates all reagent lots loaded on the system.
• If all reagent lots for the assay currently have a calibration status of Active or Pending QC, the system  recalibrates all reagent lots loaded on the system.
• If some reagent lots for the assay have a calibration status of Active or Pending QC and some do not, the system calibrates only the reagent lots loaded on the system without an active calibration.

Calibration Curve Storage
The ARCHITECT System stores active, inactive, and failed calibration curves.
Active calibration curve storage
The system stores active curves as follows:
NOTE: A calibration with a status of Pending QC is considered an active curve
which cannot be used  to process tests until at least one level of control
completes.
• Stores the processing module-specific calibration as the active curve for
that reagent lot
• Replaces the previous calibration curve, which becomes inactive
• Automatically defaults to the active curve for the onboard reagent lot
• Stores one active curve for up to four different reagent lots for each assay
on a processing module
• Replaces the oldest active curve if a fifth reagent lot calibrates successfully
NOTE: You may manually fail an active calibration curve by selecting the Fail
Curve button on the Calibration curve window.

Inactive calibration curve storage
The system stores the previous curve as inactive when a new calibration curve is generated for the reagent lot. Inactive curves are stored for up to 3 months.  All calibration curves are removed from the system when the last kit of a reagent master lot is deleted. Deletion of reagents occur when the reagent kit storage capacity is exceeded or, for user-defined c System assays, when deleted manually.

Failed calibration curve storage
The system stores a failed calibration curve until an active curve or another failed curve is generated for the reagent lot.

Calibration Order Screen
From the Calibration order screen you can order assay calibrations and access a window to specify calibration options.
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Order Calibration
1. From the Orders menu, select Calibration order.
2. In the C field, enter the carrier ID which is located on the bar code label
attached to the carrier.
3. In the P field, enter the position. Enter 1-5 for the carrier.
4. In the Assays section, select the assays to be ordered.
5. Select F5 - Assay options to specify calibration options.
NOTE: For i System assays the last calibrator lot number and expiration
date entered display.
For c System assays the configured default calibrator lot number and
expiration date display.
6. Enter the information in the appropriate fields. The correct calibration
number and expiration date must be entered in order for it to appear on
the Calibration Curve window and the Cal Curve Details report.
−−The system assigns all selected assay calibrators to positions. It starts
with the C/P entered and assigns the calibrators in the next sequential
carriers.
7. Click Done.
8. Click F2 - Add order.
9. From the Order menu, click Order status.
10. Click F4 - Print to print Order List Report.
11. Load the calibrators as printed on the Order List Report.
12. Run the calibrators.

NOTE: Assays displayed in red without the calibration lot number are missing a calibration lot and expiration date.  Assays displaying a calibration lot in red are expired.

Calibration review
The assay calibration  run must pass calibration verification before the system
stores the calibration. The status of each calibration displays on the Calibration
status and/or Calibration history screens.

Calibration verification
After you process calibrators, the system verifies the results by comparing them to the assay-specific calibration parameter specifications. If the results of a calibration fall within the specified range for that assay, the new calibration curve replaces any previous calibration curve and the previous calibration curve status changes to inactive. If the results of a calibration do not fall within the specified range, then the new calibration curve is assigned a status of failed; if there is an existing calibration curve for that assay, it is not replaced. The assigned status of a calibration displays on the Calibration status and/or Calibration history screens and includes:
• Active - the values fall within the specifications. The system software calculates patient and control test results from this curve.
• Pending QC - the values fall within specification. The system is configured to require QC to run after a calibration and at least one control level has not completed. When one control has completed an active curve status displays.
NOTE: A completed control does not require the control result to be within configured specifications.
• Failed - the values fall outside of the specifications. If an active curve exists for a reagent lot, the system software calculates patient and control test results from the existing active curve.
• Inactive - this is an older, previously active curve that has been superseded by a more recent calibration. An inactive curve status displays only on the Calibration history screen.


Calibration status screen
From the Calibration status screen you can view a summary list of the
calibration statuses for each assay and reagent lot currently loaded on the
system.
You can also access windows to:
• Find information for specific calibrations based on specified search criteria
• View detailed calibration curve information
• Fail a calibration curve
• Override an expired calibration curve
• Print the Cal Curve Summary and Cal Curve Details reports

Fail a calibration curve
Perform this procedure to fail an Active or Pending QC calibration curve so that
subsequent control or patient orders are not calculated from  the curve.
To fail a calibration curve:
1. Select the desired calibration(s) from the table on the Calibration status or
Calibration history screen.
2. Select F5 - Details.
The Calibration curve window displays.
3. Select Fail Curve.
A confirmation message displays.
4. Select OK to fail the calibration curve.
5. Use the previous/next buttons to display each calibration if you selected
more than one, and then repeat steps 3 and 4 for each. (optional)
6. Select Done to return to the Calibration status or Calibration history screen.


7.   Quality Control
Control order screen and views
You use control order screens and their views to create control orders.
Controls have the following characteristics:
• Require running, at all levels and for each  assay, immediately after calibration to verify the newly-stored calibration curve on a specific processing module.
• Are run routinely to check a previously-stored active curve and to monitor system/assay performance.  See procedure 7180-CH-310 for more information about Current Quality Control Material and Schedule Procedure.
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CREATE MULTICONSTITUENT CONTROL ORDER
1. From the Orders menu, select Control Order.
2. From the Control order screen, select the Multiconstituent option..
3. Enter a carrier ID in the C field, if displayed.
4. Enter a position in the P field.
5. Select the Control list button, and then select the desired control.
6. Enter a value in the Sample manual dilution factor field, if desired.
−−If you enter a manual dilution factor, the system uses this factor to calculate results for all levels selected.
7. If the desired lot number does not display in the lot box, select the Lot list button and then select the desired lot.
8. Select the desired Level option(s).
9. Select the desired Panels and/or Assays.
10. Select F5 - Assay options to specify assay options.
−−Use previous/next buttons to display each assay if more than one selected.)
11. Select Done to save your changes and return to the Control order
screen.
12. Select F2 - Add order.
13. Repeat steps 2-13 for subsequent levels.

QC results review, rerun, and release

Review control results to determine whether to rerun the tests and or release.

QC result review screen
From the QC result review screen you can view information for unreleased
control results, which includes:
• Sample location, identified by sample carrier ID/position, sample carousel
ID/position, or LAS
• Control name, level, and identification number
• Assay name and result
• Flags
You can also release a control result and access windows to:
• Find information for specific tests based on specified search criteria
• Print the Absorbance Data report, QC Result Details report, and the QC
Results List report
• View detailed control result information
• Add a comment to a control result
• Rerun a test














QC Result Review Screen
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Release a control result
To release a control result:
1. Select the desired control result(s) from the table on the QC result review
screen, or select F2 - Select all.
NOTE: No more than 10,000 records can be transmitted (pending
transmission and new selections) at once.
2. Select F8 - Release to release the result(s).
You can view result information on the Stored QC results screen and the Levey-
Jennings graph screen. The system interfaces with a host computer and is
configured for transmitting approved QC results to the host and uploaded into Unity Real Time to be reviewed.  See Procedure 7180- CH-315 for Current Quality Control Reporting.

Rerun a QC test
1. From the Results review screen, select the desired test.
2. Click F6 - Rerun.
3. From the Rerun options window, make any necessary entries, and then
click Done. The system assigns the rerun code R to this test, and assigns
an * to the original test result.
4. Ensure the system status is Running.
5. Ensure the sample contains enough volume for the retest.
6. If necessary, remove the sample from the sample handler.
7. Place the sample on the RSH.

QC stored results
QC results that have been  released remain in stored results until you archive and delete them.
From the Stored QC results screen you can view information for released
control results, which includes:
• Sample location, identified by sample carrier ID/position, carousel ID/
position, or LAS
• Control name, level, and identification number
• Assay name and result
• Flags
You can also retransmit or archive a stored control result.

To access the Stored QC results screen:
Select QC - Cal from the menu bar, and then select Stored QC results.
The Stored QC results screen displays.
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To find a specific stored control result:
1. Select F3 - Find on the Stored QC results screen.  The Find options (Stored QC results) window displays.
2. Select and/or enter your search conditions. You can  narrow the results returned by entering/selecting more criteria.
NOTE: Do not enter multiple dates when searching for a specific time interval.
A wild card search allows you to type a partial entry followed by an asterisk
(*) to begin a search when you do not know the entire entry. You can use
the asterisk (*) wildcard character in all fields except position (p).
3. Select Done to initiate the search.
The Stored QC results screen displays with the text "Search results:" in the title bar.
NOTE: Select the refresh button to display all records.

Retransmit a stored control result
1. Select the desired control result(s) from the table on the Stored QC results
screen, or select F2 - Select all.
NOTE: No more than 10,000 records can be transmitted (pending
transmission and new selections) at once.
2. Select F6 - Transmit to Host.
A confirmation message displays.
3. Select OK to transmit the result(s).

Archive stored control results
Perform this procedure to store released control results on a CD to create a
backup for long-term storage.
NOTE: The results are archived in a delimited ASCII format so you can import
them into a spreadsheet. You cannot use the ARCHITECT System to retrieve the
information.
To archive stored control results:
1. Insert a CD-R or CD-RW into the CD drive.
2. Select the desired control results from the table on the Stored QC results
screen, or select F2 - Select all.
3. Select F8-Archive.
The Archive QC results window displays.
4. Verify the CD drive read indicator light is off.
5. Deselect Delete records after archive check box. (optional)
NOTE: If you delete QC results, the result values continue to be used in the
cumulative module or system data. However, deleted QC results are deleted
from the current Westgard analysis. Before deleting QC results, verify that
all results you do not want included in the cumulative data have been
excluded.
Once the archive is complete and the QC results have been deleted, you
cannot access the result to exclude it.
Deleting out of range QC results will not remove the CNTL flag from patient
results. Before deleting, verify all QC results are within acceptable limits.
If you choose to delete results, results with a status of Pending transmission
or Pending collation are not deleted.
6. Select Done to archive the results.
7. Select the refresh button, if available, to display all records.

Quality control analysis
See Procedure #7180-CH-315 Current Quality Control Reporting for use with Unity Connect for QC analysis.
Quality control analysis is the process of monitoring control activity. The ARCHITECT System allows you to monitor control activity using standard Levey-
Jennings graphs, Westgard rules, control range tracking, and QC data summaries. Control data includes both unreleased and released results.
To help ensure quality results and maintain optimal system  performance:
• Carefully follow all directions in the Operations Manual and the reagent manufacturer's assay-specific documentation (such as a package insert or
reagent application sheet).
• Never use expired or contaminated consumables.
• Perform maintenance checks and calibration procedures as recommended.
IMPORTANT: You must evaluate and resolve any control issues before running
patient samples.
The system evaluates the controls on an assay per control lot basis.

Westgard rule descriptions
Westgard rules configured as a failure for an assay(s) produce a CNTL (control)
flag for each patient result associated with the assay(s). The system compares
the control result to the Westgard rules starting with the first rule. Westgard
rules are applied in the following order: 1-3s, 2-2s 1R 1M, 2-2s 1R xM, 2-2s xR
1M, R-4s, 4-1s 1m, 4-1s xM, 10-x 1M, 10-x xM, 1-2s. When a result fails to meet
the criteria of a rule the system generates an error without further evaluation.
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	Levey-Jennings graph screen
	From the Levey-Jennings graph screen you can view graphs and statistical data
that reflect the criteria you specified on the QC selection window. A maximum of six Levey-Jennings graphs, three per page, displays.
	You can also access windows to:
	• Change the criteria for the graph and data
	• Include or exclude points from a graph
	• View details for a selected point
	• Print the Levey-Jennings report
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QC summary review screen
From the QC summary review screen you can view statistical data for all assay
control levels, which includes:
• Assay name
• Control name, lot number, and level
• Number of control points
• Actual mean, SD, and%CV
• Expected mean and SD
You can also access windows to:
• Find information for specific assay controls based on specified search  criteria
• Print the QC Analysis, QC Summary, and Levey-Jennings reports
• View detailed QC data
• View the Levey-Jennings graphs for a selected assay control level	
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8.  Patient Testing
Patient orders are created automatically or by an operator.
Automated ordering
Majority of the time we will have a barcode specimen that when the bar code reader scans a bar coded sample and the host has downloaded an order to the SCC, the system processes the test(s).
If the host computer has no orders for the sample (or no record of the sample)
you are notified by a message on the System logs screen - Temporary message
log view.
If the ARCHITECT System encounters three consecutive host time-out errors
while waiting for a response from the host computer, the system
communications setting "On with query" is turned off and the sample handler is
paused. To continue using the query mode, you must reconfigure this setting.

Auto retest (patient samples)
Auto retest is the process the system uses to automatically generate  rerun
orders for patient tests (excluding controls and calibrators). For each test, the
system can generate four automatic rerun orders.
1. The system compares test results to the configured retest rules starting with
the first rule. When a result meets the retest criteria of a rule, the system
generates an order without evaluating further rules.
Retest Rules include dilutions and critical values.


CREATE MANUAL PATIENT ORDERS
1. From the Orders menu, select Patient order.
2. Select the carrier or the carousel button to enter the position of sample.
3. In the C field, enter the carrier ID.
4. In the SID field, enter the sample ID.
5. In the Panel section, select the appropriate panel(s), if desired.
6. In the Assays section, select the assays to be ordered.
7. Click F2 - Sample details to add patient information.
8. Click F5 - Assay Options to specify assay options: dilutions or replicates.
9. Click F3 - Add order.
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CREATE PATIENT ORDER - BAR CODE SCANNER
1. On the Patient order screen, ensure the cursor appears in the SID field.
2. Scan the bar code label on the patient sample tube.
3. Select the assays or panels you want to run.
* Ensure the caps lock key is off to prevent an incorrect read of the SID.
4. Click F2 - Sample details to add patient information.
5. Click F3 - Add order.

ADD ORDERS
1. From the Orders menu, select Patient order.
2. From the Patient orders screen, enter the SID in the SID field.
3. Select the assays or panels to be added to the order.
4. Select F3 - Add order.
* If the RSH (robotic sample handler) is configured to automatically reposition
samples for retest and the sample is still onboard, a confirmation message
displays. Select Yes to have the system re-aspirate the sample.


DELETE ORDERS
1. From the Order status screen, select the test to be deleted. The status
must be Pending to delete a test.
2. Select F6 - Delete.
3. Select OK.

RERUN TESTS
1. From the Results review screen, select the desired test.
2. Click F6 - Rerun.
3. From the Rerun options window, make any necessary entries, and then
click Done. The system assigns the rerun code R to this test, and assigns
an * to the original test result.
4. Ensure the system status is Running.
5. Ensure the sample contains enough volume for the retest.
6. If necessary, remove the sample from the sample handler.
7. Place the sample on the RSH.


Patient stored results
Patient results that have been released  remain in stored results until you archive
or delete them, or system capacity is reached.
9.  Exception Management
Access exception in one of two ways:
• Select the Exception status button from the Snapshot screen to display
the Exception status screen. Click F8 - Release.
• Select the Exceptions icon then Exception status to display the
Exception status screen.
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View Error Code Cause and Corrective Action
1. From the Exception status screen, select the desired test.
2. Click F5 - Details.
3. Click Error?. Content specific to the error message appears.

View and Rerun Exceptions
1. Click Exceptions status.
2. From the Exception status screen troubleshoot the error code that
caused the exception according to instructions in the ARCHITECT
System Operations Manual.
3. Select the test to rerun.
4. Click F6 - Rerun.
5. From the Rerun options window, make any necessary entries, and then
click Done.

Delete Exceptions
1. Click Exceptions status.
2. From the Exception status screen, select the exception to be deleted.
3. Click F7 - Delete.
4. Click OK to delete the exception.

Stored exceptions screen
From the Stored exceptions screen you can view patient and control exceptions
that:
• have been automatically transmitted to the host
• have been requested for rerun

10. Report Printing

Configure Reports Printing for Sample
To configure report settings:
1. Select Reports - Printing from the System categories list on the
Configuration screen.
2. Select F6 - Configure.
The Configure reports-printing window displays.
3. Select the On option for the following automatic report printing settings
– Sample - The Sample Report prints after all tests for a sample
complete and the results are released.

View a print job in the print queue
Perform this procedure to view the status of a print request that is in the print
queue.
To view a print job in the print queue:
1. Select the Printer button on the Snapshot screen.
The Printer window displays.
2. View the status of the desired print job in the Printer queue list.
3. Select Done to return to the Snapshot screen.

Delete a print job
Perform this procedure to delete a report that is printing or waiting to be printed.
To delete a print job:
1. Select the Printer button on the Snapshot screen.
The Printer window displays.
2. Select the desired print job from the Printer queue list.
3. Select Delete to delete the print job or Delete all to delete all jobs in the
printer queue.
NOTE: When deleting a print request with a status of printing, wait until the
printer starts printing the report before selecting Delete.
4. Select Done to return to the Snapshot screen.

Print a screen image
To print a screen image:
Access the desired screen image, and then simultaneously press the ALT+Print
Screen keys on the keyboard.
The screen image prints.

Enable or disable the host or secondary HL7 connections
Perform this procedure to enable or disable the host or secondary connections.
To enable or disable host or secondary HL7 connections:
1. Select the LIS status button from the Snapshot screen.
The LIS communication window displays.
2. Select the desired Disable or Enable button.
3. Select Done.

Reporting Results
Results cannot be reported if the quality control data are outside the acceptable ranges. Therefore, no samples will be loaded on the instrument until QC is reviewed and verified in the Laboratory Information System (LIS).
All critical values should be reported according to the Critical Call Notification Policy. Document in LIS who was notified (DR. or RN) of the critical result, time of notification and request they read back the results. Do not send a critical value unless the result has been checked on a back-up instrument. If there is not enough specimen to re-check a result, review previous results. When is doubt, call the floor to ask for verification or a redraw.
If unable to report a critical per protocol, document in the Shift Change Log.
All specimens must be inspected for hemolysis, icterus or lipemia.
Refer to "REPORTABLE RANGE" when verifying results. If a result falls below or above this range, the result will include a "<" or ">"plus the number of the corresponding Reportable Range value. Use the HELP key to choose the appropriate option.
Refer to individual assay procedures for specific details (ie: Linearity Limits, Reportable Range, etc.).
If an unacceptable specimen is received, request in the LIS the sample to be recollected. Notify the Department and document who was notified, time and date.

[bookmark: autoid-ff9b1fc1371647d8821a2bccdfb30e16]OPERATIONAL PRECAUTIONS AND LIMITATIONS
[bookmark: autoid-57bdce1405d54451b7536057bf3634ab]INTRODUCTION
Operational requirements, precautions, and limitations are provided to ensure operator safety and accurate assay results. Not following these requirements or taking these precautions can impact system and assay performance and may cause damage to the system or adversely affect assay results.
[bookmark: autoid-78e6cd572d1c43afa1f85d2c3bdff70d]GENERAL REQUIREMENTS
You MUST follow these general ARCHITECT System requirements to help ensure proper system
1. Ensure the system is out of the direct sunlight, heat and drafts, and away from any heat generating device. Exposure to heat and drafts can interfere with the ability of the system to maintain an operating temperature that is within the acceptable range. 
2. Maintain the required space on all sides of the system. For more information about space requirements, see System clearances. This space buffer is essential for: 
a. Adequate cooling of electrical components 
b. Accurate temperature control of the processing center 
c. Easy access for maintenance 
d. Easy access for disconnecting the power cord when required 
3. Leave the system power on continuously unless instructed otherwise in a maintenance or troubleshooting procedure, or unless an emergency situation occurs. 
4. Perform maintenance procedures as recommended in Section 9, Service and maintenance. 
5. You must use septums to prevent reagent evaporation and to ensure reagent integrity. Reliability of assay results cannot be guaranteed if you do not use septums as instructed in this manual and the assay-specific package insert.

Once you have placed a septum on a reagent bottle, do not invert the bottle. Inverting the bottle results in reagent leakage and may compromise assay results. Do not remove septums once they have been installed on reagent bottles. 
6. Verify the c System ICT module is installed before running potentiometric assays. 
[bookmark: autoid-316b22abd01148fa869c0b7e1b98ebba]PRECAUTIONS DURING OPERATION
While operating the system, take the following precautions:
1. Keep all processing module and sample handler doors closed and covers in place unless instructed otherwise in a maintenance or troubleshooting procedure. 
2. Do not disconnect any electrical connection while the power is on. 
3. Shutdown the system control center if the main power source is interrupted. You have a maximum of ten minutes to perform the shutdown before losing backup power from the UPS (uninterruptible power supply). See Power off the SCC. 
4. Respond to system notifications relating to waste levels during processing. Dispose of all liquid waste according to local, state, and federal regulations. 
5. Stop the RSH before losing power from the UPS (uninterruptible power supply) if the main power source to the processing module(s) is interrupted. Stop the RSH by performing one of the following: 
a. Press the stop key on the sample handler keypad. 
b. Select the sample handler graphic on the Snapshot screen, and then select F6 - Stop. 
6. Discard all sample cups and/or tubes on the sample carrier if a carrier is in the RSH carrier transport when you perform an emergency shutdown. Samples and the surrounding area may be contaminated by sample splashing as the RSH carrier transport motor loses power. See Remove sample carrier(s) from the carrier transport and carrier positioner(s) (RSH), for proper recovery information. 
[bookmark: autoid-f0ff65b088bf42d0a5f9c5e9197417d2]REQUIREMENTS FOR STORAGE
Follow these requirements for storing cuvettes, reaction vessels, sample cups, and reagent cartridges:
1. Keep all consumables clean and free of dust. 
2. Store all consumables in their original containers so that you can obtain information such as expiration dates and lot numbers if necessary. 
Follow these requirements for storing reagents, calibrators, controls, bulk solutions, and onboard solutions:
1. Store reagents, calibrators, and controls according to directions in the manufacturer's documentation (such as a package insert or reagent application sheet). 
2. Store bulk solutions and onboard solutions as instructed on their labels or in the product's documentation (such as a package insert or reagent application sheet). 
3. Store i System reagents off the system in an UPRIGHT position according to the directions in the assay-specific package insert. 
[bookmark: autoid-ebbc9a13b1744452ab4d68dff8469ac5]REQUIREMENTS FOR USE
1. Use caution when handling to prevent contamination and operator exposure. 
2. Use within their specified dating periods. 
3. Consider all used reaction vessels, sample cups, and reagent cartridges as potentially infectious. Follow appropriate procedures for handling. 
4. Avoid excessive mixing or shaking of liquids to minimize formation of foam and bubbles. 
5. Wear clean gloves to avoid contamination and operator exposure when placing a septum on an uncapped i System reagent bottle or when handling a c System reagent cartridge. 
6. Do not invert the i System reagent bottle once you have placed a septum on it. Inverting the bottle results in reagent leakage and may compromise assay results.


7. CAUTION

You must use septums to prevent reagent evaporation and contamination and to ensure reagent integrity. Reliability of assay results cannot be guaranteed if you do not use septums as instructed in this manual and in the assay-specific package insert. Do not remove septums once they have been installed on reagent bottles. 
8. Verify that all necessary assay components are present in the kit when loading new reagents. 
9. Verify the lot number and expiration date of each reagent kit component before you load the components in the reagent supply centers. 
10. Do not use reagents, calibrators controls, bulk solutions, and onboard solutions beyond their expiration dates. 
11. Do not use reagents on board the system beyond the maximum number of cumulative days as stated in the reagent manufacturer's assay-specific documentation (such as a package insert or reagent application sheet). 
12. Do not mix reagents, calibrators, controls, or c System bulk and onboard solutions within a lot or between lots. 
13. Do not mix reagents, calibrators, controls, or Pre-Trigger Solution and Trigger Solution within a lot or between lots. 
[bookmark: autoid-e7924da04fac41619d5ca2cf828c5569]REQUIREMENTS FOR PREPARATION AND STORAGE
Follow these requirements for preparing and storing specimens:
1. Ensure that serum specimens collected in tubes containing a gel separator have 8 mm of serum above the gel to avoid contamination of the specimen during pipetting. 
2. Inspect all samples for bubbles. Remove bubbles with a clean applicator stick prior to analysis. Use a new applicator stick for each sample to prevent cross contamination. 
3. Verify serum and plasma specimens are free of fibrin, red blood cells, or other particulate matter. 
4. Ensure that complete clot formation in serum specimens has taken place prior to centrifugation. Some specimens, especially those from patients
receiving anticoagulant or thrombolytic therapy may exhibit increased clotting times. If the specimen is centrifuged before a complete clot forms, the presence of fibrin may cause erroneous results. 
5. See the reagent manufacturer's assay-specific documentation (such as a package insert or reagent application sheet) for sample volume information. 
6. Separate the serum or plasma from the clot, serum separator, or red blood cells prior to freezing. 
7. Mix and centrifuge patient samples after any freeze/thaw cycle or to remove red blood cells or particulate matter. See the reagent manufacturer's assay-specific documentation (such as a package insert or reagent application sheet) for limitations and interfering substances. 
8. Avoid multiple freeze-thaw cycles. After you thaw a specimen, you MUST mix it thoroughly by low speed vortexing or by gently inverting it to ensure consistency in the results. 
9. Remove closures from specimen tubes prior to loading them on the sample handler. 
10. Minimize evaporation effects after you load samples on the system by processing them within the number of hours specified in the reagent manufacturer's assay-specific documentation (such as a package insert or reagent application sheet). For detailed information on evaporation effects, see Sample volume requirements. 
[bookmark: autoid-05c985bdfc3b431092b50d790b09b3ce]LIMITATIONS OF RESULT INTERPRETATION
Assay results MUST be used with other clinical data, for example, symptoms, other test results, patient history, clinical impressions, information available from clinical evaluation, and other diagnostic procedures. All data MUST be considered for patient care management.
If assay results are inconsistent with clinical evidence, additional testing is suggested to confirm the result.
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