CLM-2 CCL Downtime Policy
Department of Clinical Laboratories
The Ohio State University Wexner Medical Center

1. POLICY 
1.1. Guidance for function of the Critical Care Laboratory (CCL) during downtime situations.

2. PURPOSE OF DOCUMENT
2.1. This procedure is to be utilized in the event of laboratory downtime situation.  Downtime refers to the loss of the ability to run, transmit, report, call patient results, etc. This can be due to computer based information malfunction, loss of phone system, loss of power, or loss of the instrument feed water system, etc.
2.2. Each downtime situation is unique in some way. This document is designed to give guidance in each area and not necessarily to be followed precisely which is dependent on the situation occurring.

3. SCOPE OF DOCUMENT
3.1. To be used by Critical Care Laboratory (CCL) personnel in the event of a downtime situation.

4. RESPONSIBILITY 
4.1. All CCL Lead Technologists, CCL Safety Officer, and the CCL Laboratory Manager. 

5. PROCESS
5.1. General information for a downtime caused by loss of the LIS.
5.1.1. For complete downtime instructions, please refer to ADMIN-148 Downtime Policy.
5.1.2. All instruments will need to have result printing turned on for all samples being testing during the downtime.  Refer to the instrument specific instructions later in this policy for details. Any patient sample run during the LIS downtime must be printed. 
5.1.3. Retrieve the downtime box specific to the bench you are working at.  These are located in the cabinet just below the scheduling bench/white board.
a. The box has an A-Z filer for organization of patient print outs, a problem section, and any relevant forms needed, such as the Downtime Result Form.  These forms should be document controlled and replaced periodically as new versions occur.
5.1.4. Specimens ordered before the LIS downtime but received after the LIS downtime may run normally.
5.1.5. Label all result printouts with patient information (minimum of two identifiers). 
5.1.6. Downtime Result Communication Form
a. Downtime Result Communication Forms are used for a variety of reasons, including documentation of called results (most commonly critical value (CV) and emergency department (ED) communication) or they can be used when there is a request to provide written documentation of a result by a caregiver.
b. If a Downtime Result Communication Form must be sent to the floor for any reason:
5.1.6.b.1. Document on the form who the result was sent to, date, time and your initials. 
5.1.6.b.2. Make a copy of the form to tube/fax. 
5.1.6.b.3. Keep the original fastened to the patient instrument result print out.
5.1.6.b.4. Use this information to enter the documentation into the Com Log when LIS becomes functional again.
5.1.7. Check all results for CVs. If there is a CV that needs called, you must also complete a Downtime Result Communication Form (as in 5.1.6.b above omitting the copied form since only the original is needed).
5.1.8. If any routine patient results need to be communicated to the nursing unit by phone or if they need to be tubed/faxed, the Downtime Result Communication Form must also be completed (as in 5.1.6.b above omitting the copied form since only the original is needed).
5.1.9. Keep results printouts organized (in the downtime box) in a way that should be easy to understand when things are working again to get results entered into the LIS.
5.1.10. Refer to the individual downtime instructions later in this procedure for additional information on the specific areas of the lab.
5.1.11. Requisitioning Samples during the Downtime.
a. Refer to ADMIN-148, Downtime Policy for complete instructions.
5.1.12. Performing Testing on Samples with Downtime Labels
a. Program the patient sample using the Downtime barcode number that is on the downtime label.
b. Follow all other applicable repeat rules or patient quality checks required by the given bench protocols.
c. Obtain and organize all patient print outs.
d. All patient samples from the Emergency Department will need to be called and documented on the Downtime Result Communication Form during the downtime since the results will not be available in IHIS (see above).
e. All critical values will need to be called. CVs should be documented on the Downtime Result Communication Form (see above). 
f. All documentation recorded on the Downtime Communication Form must be appended to the Com Log when the LIS is back up.
5.1.13. When the LIS is operational:
a. CPA has to enter the Downtime Patient requisitions into the LIS before results can be filed. Please refer to ADMIN-148 Downtime Policy for complete instructions.
b. Make sure to modify the results with the information of to whom results were called during the downtime, either in general or for CVs. Refer to the Downtime Result Communication Form for the information.
c. Retain all paper printouts and Downtime Result Communication Forms from during the downtime in the appropriate downtime box for review by the Lead or Manager.  After any necessary review, they can be placed in the departmental box where other instrument printouts are stored.
5.2. Telephone Outage
5.2.1. A current list of emergency phone numbers for the entire hospital system is located on OneSource. Click here to view the list.
5.3. Power Outage
5.3.1. In the event of a power outage, S326 Rhodes Hall has backup electricity on most outlets.
a. Lighting will be reduced in the laboratory.
b. White outlets will have no power.
c. Red outlets will have a delay in switching over to the backup power, but will have power. 
d. Blue outlets will have no interruption in power. All essential equipment should be connected to a blue outlet.
5.3.2. Not all rooms on the third floor will have power
a. The Hematopathology room will be without lights.
b. The restrooms will be without lights.
c. Lanterns for backup lighting are stored in the black safety cabinet and most areas have a small flashlight that can be utilized during a power outage.
5.4. Instrument Feed Water Outage
5.4.1. Call Tower Water at 614-888-6066 to arrange service.
5.4.2. Inform the Lead Tech(s) and Laboratory Manager as soon as possible.
5.5. Unity Real Time Quality Control Program Outage
5.5.1. If the interface between instrumentation and Unity Real Time is down, quality control results can be manually entered in Unity for the appropriate instrument/analyte and will be evaluated according to the same rules as if the data were received directly from the instrument.
5.5.2. In the event the entire Unity program is non-functional, print out the QC result form from the QC Ranges for computer downtime folder in Chemistry and Immunochemistry. The STAR-Evolutions will print evaluated QC data directly from the instruments. Hematology QC is evaluated on the XN analyzers. Once Unity is operational again the data points can be entered for the required record retention period. 


5.6. Area Specific Instructions
5.6.1. Coagulation Area
a. STA-R Max coagulation instruments automatically print all patient data.
b. Ordering tests and running patient specimens on the STA-R Max.
5.6.1.b.1. Tests must be loaded manually onto the coagulation instruments. If large batches are received, process and analyze specimens according to their priority.
5.6.1.b.2. Preferably, all specimens should be run on STA-R Max (Max 1) and/or STA-R Max 2 (Max 2) during the downtime. Set up STA-R Max 3 (Max 3) only if Max 1 and/or Max 2 is/are down.
5.6.1.b.3. On Max 1 and Max 2 it is easier to run samples if the STA-R Max software is not in automation mode. Refer to the Stago STA-R Max Quick Guide, CRG-AD10, section 3.4 for instructions.  After the LIS comes back up, reconnect the SAT-R Max software to the automation line. Refer to the Stago STA-R Max Quick Guide, CRG-AD10, section 3.5.
c. Running routine specimens:
5.6.1.c.1. See Stago STA-R Max Procedure (CRG-7, Section 8.5) for instructions.  Note:  The instructions apply for all STA-R Max analyzers that are not connected to the Automation line.
d. Running STAT specimens:
5.6.1.d.1. See Stago STA-R Max Procedure (CRG-7, Section 8.3 for instructions.  Note:  The instructions apply for all STA-R Max analyzers that are not connected to the Automation line.
e. Reporting results:
5.6.1.e.1. Retrieve the results printouts from the STA-R Max printers.
5.6.1.e.2. Call all life-threat and STAT specimens and any critical values.  Record the date/time, name and title of person taking the call on a Coagulation Downtime Results Communication Form.
f. When the LIS is operational and all order entry has been completed by CPA:   
5.6.1.f.1. Any specimens that had a barcode generated from before the downtime should automatically cross the interface.
5.6.1.f.2. If results do not cross the interface automatically, it may be necessary to transmit the results from Coag Expert.  Note:  It is not possible to transmit results directly from the analyzer to the LIS.
5.6.1.f.3. Transmit the results from Coag Expert.
5.6.1.f.3.1. Log into Coag Expert using User Name: mlt and Password: mlt123.
5.6.1.f.3.2. From the Dashboard, double click on the patient file.  Click [Change Status].  Click [Validated] and then [Validate].  The results should upload to the LIS.
g. File all results in the LIS, adding comments for results that were called to the floor. Check off the names on the downtime log as the results are filed. This will verify that all specimens were ordered by CPA, and that all specimens were analyzed and resulted by the lab.


5.6.2. Hematology Area
a. Refer to 5 L HEME-33 Hematology Downtime Policy in Q-Pulse for detailed instructions.
b. Do not use the main feeder to load specimens.
c. If using the Interrliner for sed rates, place them directly on the feed tray table for the instrument. The HOST must be turned off if the instruments are unable to read orders from LIS.
· Pause the line inlet so that patient samples will not run on the instrument.
· Turn the sample mode “OFF.”
· Click the “Service” tab on the left. Enter the pass code 3964.
· Under the “Service” tab choose the “LIMS settings” tab
· In the bottom left-hand corner, you will need to change the “Protocol” from “R-3500” to “No Output”
· Return to “Sample” screen, turn sample mode back “ON,” and run lot to lot samples.
· You must turn the HOST back on and exit service mode when done:
· Turn sample mode to “OFF.”
· Click the “Service Screen” on the left.
· Under the “Service Screen” choose the LIMS Settings tab.
· Change the protocol back from “No Output” to “R-3500.”
· Click the “Sample” tab on the left. There is a Yellow bar running vertically next to all the screen options. Click the “X” at the top of the bar to exit the “Service” mode.
· Turn sample mode back “ON,’ and after the lot-to-lot is deemed within acceptability criteria range, un-pause the inlet to resume patient testing.
d. If using the ST for sed rates.
· From the main menu, go to the “Settings” screen
· Proceed forward through the settings menu until you reach the “Protocol” option
· Change the protocol from “R-3500” to “No Serial Output,” and then “Enter.” 
· Click “Escape” until you are back at the main sample testing menu, and then run your lot to lot samples.
· You must turn the HOST back on when done:
· From the main menu, choose the “Settings” option.
· Proceed forward through the settings menu until you reach the “Protocol” option.
· Change the protocol back from “No Serial Output” to “R-3500,” and hit “Enter” to save your changes.
· Hit “Escape” until you are back at the main menu.
e. Put the XN instruments in offline mode.
f. Place rack in the bracketed area on the front of the instrument(s).
g. Run ALL Panels on each specimen.
h. Print all specimen papers and use the downtime stickers from 5 L HEME folder in Q-Pulse.
i. When WAM comes back up highlight patients that were ran and resend to LIS. 
j. Resume regular WAM functions.
5.6.3. Differential Area
a. If the LIS is down:
5.6.3.a.1. Do manual differentials using a manual differential counter.
5.6.3.a.2. Write the manual differential results on the instrument printout. 
5.6.3.a.3. When the LIS is operational and all barcode numbers are linked in WAM, enter results via the WAM Differential keyboard.
b. If WAM is down:
5.6.3.b.1. Order a MDIFF in the LIS.
5.6.3.b.2. Do manual differentials using LIS Manual Entry for differentials.
5.6.3.b.3. If a Pathologist Differential is required, credit the MIDFF with SPD and order the PDIFF.
5.6.4. Urinalysis Area:
a. when LIS is down. Select one UN2000 order and run patient samples. 
b. Select the [order Entry] button on the main menu screen. The order entry screen appears. 
c. Enter the sample information in the appropriate field. Use downtime MPI label for sample ID.
d. Select [ test selection].
e. Select the profile and the parameters to be analyzed.
f. Select [OK].
g. Select [save] on the toolbar.
h. Select [ok]. The dialog box closes, and the analysis order is registered. Another ‘order entry’ screen reappears.
i. Run sample on the same instrument that order is put in.
j. Take the printouts from the UDM and perform microscopic analyses if it is needed. 
k. Record the results of the microscopic analyses, on the UN2000 printout.
l. Call any panic values to the nursing unit or patient location and fill out a Urinalysis Downtime Result Communication Form. Record the date, time, name and title of person taking the panic result on the form.
m. When the LIS has been restored and all order entry has been completed by CPA.
n. Use these printouts and the downtime form to link the results under the new CPA ordered MPI.
o. Link the test:
5.6.4.o.1. Using Specimen link
5.6.4.o.2. Highlight the results that you need to link to the new MPI (target specimen) 
5.6.4.o.2.1. There will be two results for urinalysis. One from Novus and one from UF5000. Most link the two results at once. Otherwise, will need to manual entry for the result missed. 
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5.6.4.o.2.2. Double check the specimen ID. Then Link. [image: A screenshot of a computer
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5.6.4.o.2.3. The result should be automatically file if there is no review flag. Otherwise manually enter the manual microscopic results. 
5.6.4.o.3. Review the outstanding list to ensure that all results have an order, and all orders have results.
p. All Manual Tests in the Urine Area:
5.6.4.p.1. Perform the tests and record information on the manual test log sheet for that area using the downtime label barcode number.
5.6.4.p.2. Call any panic values to the nursing unit or patient location and fill out a Urinalysis Downtime Result Communication Form. Record the date, time, name, and title of person taking the panic result on the form.
5.6.4.p.3. When the LIS has been restored and all order entry has been completed by CPA, file results in the LIS.
5.6.4.p.4. Review the outstanding list to ensure that all results have an order, and all orders have results.
5.6.5. Body Fluids Analysis Area:
a. Body fluids will be processed using a manual hemocytometer and follow the priority protocol stated in the Fluid Procedure.
b. Call any critical values to the floor and document on a Urinalysis Downtime Result Communication Form with the name and title of the person taking the results and the date and time of the phone call. 
c. Do manual fluid differentials using manual counters and write the results on the printout or fluid card. 
d. Once the fluid differential has been completed, make a copy of the fluid card to use to enter results into the LIS.
e. Keep the copy and place original yellow fluid card and slides on path tray so as not to delay the review by Heme Path.
f. When WAM or the LIS is operational and all BARCODE numbers are linked in WAM, enter results via the WAM Differential keyboard. 
5.6.6. All Manual Tests in the Blood Gas Area:
a. Perform the tests and record information on the manual test log sheet for that area using the downtime label barcode number.
b. Call any panic values to the floor and document name, date and time of phone call on a Chemistry Downtime Result Communication Form
c. When the LIS has been restored and all order entry has been completed by CPA, file results in the LIS.
d. Review the outstanding list to ensure that all results have an order and all orders have results.
5.6.7. Advance Instruments A2O Osmometer in the Blood Gas Area:
a. Perform the tests and record information on the Backup Osmolality Patient Result Sheet using the downtime label barcode number.
b. Call any panic values to the floor and document name, date and time of phone call on a Chemistry Downtime Result Communication Form.
c. When the LIS has been restored and all order entry has been completed by CPA, file results in the LIS.
d. Review the outstanding list to ensure that all results have an order and all orders have results.
5.6.8. Blood Gas Instruments in the Blood Gas Area:
a. The Radiometers cannot be set to print all results automatically. Press the print results button on the patient results screen for every specimen analyzed during the downtime.
b. Print out a Chemistry Downtime Result Communication Form from Q-Pulse and record the CUP number from the instrument, the MPI number and the patients’ name.
c. Keep all requisition forms sent with the blood gas specimens so they can be ordered when the LIS is operational.
d. Run all blood gas and other samples as usual.  
e. Use the downtime label BARCODE number in the accession number field on the patient information screen. This field MUST have a patient identifier in it or results will not cross when the LIS is operational.
5.6.8.e.1. If the specimen does not have a downtime barcode label, fill in the accession number field with the patient’s medical record number.
f. Fill in the patient name and medical record number on the patient information screen. 
g. While it may not always be possible to do so, try to keep printouts attached to the instrument until the LIS is operational.  This will simplify entering results, especially if the LIS is down for an extended period of time.
h. Call all blood gas results.  If there are any critical values record the Name, Title and Time called on the Chemistry Downtime Result Communication Form.
i. When the LIS is operational, requisition all gases that were run while the computer was down.  Write the MPI numbers on the printouts and the Downtime Communication Form.
j. The Radiometers will save and send results automatically so results will not need manually resent.
k. Modify any previously called panic values with the information recorded on the printouts.
l. Save all printouts and attach them to the Blood Gas Log sheet at the end of your shift and place in the Fireproof Box.
5.6.9. Chemistry AU Area:
a. When the LIS is down, turn on the automatic printing of reports in Remisol Advance. 
5.6.9.a.1. Go to Environment, then from the drop-down menu select General Setup. [image: ]
5.6.9.a.2. Put a check in the box next to “Print automatically complete requests” to get printouts. Then click the SAVE Icon on the tool bar.
[image: ]
5.6.9.a.3. In the event that printing does not start automatically, EXIT and RESTART the Remisol Software.
· On the CLIENT: Select the CLOSE icon at the top right of the Remisol software.
· On the SERVER: Select the CLOSE icon at the top right of the Remisol software.
· On the SERVER: CLICK on the REMISOL icon to reopen the Remisol software.
· On the CLIENT: CLICK on the REMISOL icon to reopen the Remisol software.
· LOG-IN and try to set up automatic print again.
b. During the downtime, use a Chemistry Downtime Result Communication Form to record any results called to the floor. 
c. Samples that have not downloaded into Remisol will need to be programmed manually in Remisol, including patient information, before running on the AU5822 analyzers. Please remember to enter the patients age or date of birth for proper reference ranges.
[image: ]
d. Remisol LIS Recovery Procedure:
5.6.9.d.1. When the LIS is operational, go into the Environment / General Setup menu in Remisol and uncheck the box that says “Print automatically complete requests” and click SAVE.
5.6.9.d.2. During the downtime, results will upload from the instrument to Remisol, but will not cross to the LIS.  The results will be held in the instrument TABS to be reviewed. Once LIS is operational and communication is re-established, results will begin to upload to the LIS automatically.  The results can be uploaded manually by using the Host Transmission Icon on the toolbar of the Remisol.
5.6.9.d.3. If the Host Communication is not automatically reestablished, the connection can be re-established manually by going to Environment / Reset Communication. Select [ASTMH], then click the green check mark.  Connection status is shown by the LED lights at the bottom of the Remisol screen. If the ASTMH light is red, the connection is not established, if it is green, it is okay. Hover the cursor over the LED light to show the connection label.
5.6.9.d.4. Check outstanding lists to ensure all samples have been ordered and resulted. 
5.6.10. Atellica Area:
a. Enabling Automatic Printing of Result Reports
5.6.10.a.1. From the Command Bar Select [image: ] “Setup”
5.6.10.a.2. Select: “Settings”
5.6.10.a.3. Select: “Reports Setup”
5.6.10.a.4. Select: “Automatic Reports”
5.6.10.a.5. Select the checkbox: “Enable automatic results reports”
5.6.10.a.6. Select Save.
b. Setting up Backup Printer for when the network is unavailable.
5.6.10.b.1. The printer for the Atellica is connected through the hospital network. If the network goes down use the backup printer behind the Atellica.
5.6.10.b.2. Select: “Settings”
5.6.10.b.3. Select: “Reports Setup”
5.6.10.b.4. Select: “General”
5.6.10.b.5. Select button on bottom of page “Printer Setup.”
5.6.10.b.6. Highlight the “Backup Printer” by left clicking on the icon.
5.6.10.b.7. Select “File” from the menu and click on “Set as default printer.”
5.6.10.b.8. Printouts will then print using the direct printer connection.
c. How to program tests manually on the Atellica IM:
5.6.10.c.1. At the “Command Bar” select [image: ]  “Patient Orders”
5.6.10.c.2. Select “Create Patient Orders” tab
5.6.10.c.3. Scan the sample barcode or manually enter sample ID in “Sample ID” box.
5.6.10.c.3.1. If a barcode is needed for manually entered sample ID select the “Print Barcode” button.
5.6.10.c.3.2. Barcode will print from the Atellica IM barcode printer
5.6.10.c.4. Select the specimen type from the “Specimen” drop-down menu.
5.6.10.c.4.1. Some tests may only appear when plasma or serum is selected depending on test definitions.
5.6.10.c.5. Select the test under the “Select Tests” drop-down menu.
5.6.10.c.6. If needed adjust the following information:
5.6.10.c.6.1. Manual dilution factor
5.6.10.c.6.2. “Edit Test Options”
5.6.10.c.6.2.1. To run the test on a specific analyzer, specific lot, or a specific reagent pack.
5.6.10.c.6.3. Replicates: if more than one replicate is ordered, the result on the worklist will be the mean of the replicated.  You must hit the details to see individual results from the same run.
5.6.10.c.6.4. Adjust priority to “Routine, STAT, or ASAP”
5.6.10.c.6.5. Patient demographics 
5.6.10.c.6.6. Select the [image: ] icon to cancel any tests mistakenly ordered
5.6.10.c.7. Select “Save” when scheduling is completed.
5.6.10.c.8. Place patient sample into rack within the Sample Handler.
5.6.10.c.9. Verify sample is processing on “Worklist Overview”
6. RELATED DOCUMENTS 
6.1. Refer to QPulse System or Document Detail Report for related Laboratory Policies, Procedures, and Master Forms1013
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