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Q. Will the new and revised criteria be communicated in writing prior to the effective date?
A. Yes, the new and revised criteria will be communicated via Technical Bulletins later this month. They will be available on COLAcentral.

Q. You referred to additional new requirements for mass spec.  When will these be published?
A. We will publish the new mass spec requirements after they have been approved. I am estimating that this will be in the fall of 2016.

Q. On Calibrated thermometers, do we still need to do some sort of verification prior to use?
A. Yes.

Q.VER-15: If we have allowed vendors to do some of the work, do we need to go back and repeat the work?
A. If you have already implemented a test, and the vendor did some of the work, you will receive a citation for this – but rather than go back and start over on the validation studies, you should gather up data generated in your lab and determine if the test has performed as expected (in the case of FDA approved methods).  You may have QC data, calibration verification, etc., that you can review. Then determine if any further action is necessary. I also suggest that you create a procedure for verifying or establishing performance characteristics, which specifically states that these are to be done by the lab staff – and then make sure that you train your staff on this procedure.

Q. When you talk about notifying COLA about employee changes do you want to be notified about New Techs/Phlebotomist as well as when they leave or company?
A. You do need to notify COLA when testing personnel are hired or leave the company.  You do not need to notify COLA when Phlebotomists are hired or leave the company, unless they also perform non-waived testing.

Q. At what frequency does the Clinical Consultant have to review lab Reports.  Does it require a policy? 

A. We are not requiring the Clinical Consultant to review reports at any regular intervals, but rather they need to review reports initially and then when there are changes or additions. A policy will not be required, but might be helpful.

Q. Will this Webinar be repeated? 

A. The webinar will be available to download from the COLA website later this week.  


Q. For MA15, is the certificate of calibration provided by a manufacturer of a thermometer sufficient to document accuracy of a thermometer or is independent in-lab verification required?

A. You will be required to verify the accuracy of your new thermometers in your lab


Q. Does COLA have an example Competency Assessment Form that we can use to be sure we have everything included?

A. Yes, we have templates for competency assessment.  Please send me your request via email to kathyn@cola.org, and I will send the form to you.  The forms will eventually be available as templates on COLAcentral, however, for now you need to request them.


Q. Will Lab University continue to support LD continuing Ed with new or same courses?

A. LabUniversity has 4 “LDCEP” programs for lab directors to meet COLA criteria LDR6. This will allow COLA LDs to take a different free program each 2 year cycle.


Q. For PST 16.1 change, please clarify what report needs verbiage on FDA approval and performance specs? On a report going to the doctor? There is not a whole lot of room for a paragraph on our final reports.

A. Yes, for both reports that go to the physician or other authorized person who ordered the test. You will need to find a way to add these two sentences to the reports.

Q. MA 15 - For thermometers that have Certificates of Calibration from the manufacturer, do they need to be replaced when the Certificates of Calibration expire?

A. Not necessarily. If you use the types of thermometers that have calibration certificates that expire, you can certainly verify them at intervals if you wish or build a QA process to verify them. But COLA surveyors will only look for verification prior to use and will look to make sure that the thermometers are not damaged.  

Thermometers used to monitor blood component storage units must be regularly verified per your QA plan.


Q. We verify thermometer for accuracy before use. But how do you verify thermometer every year? We have biomedical engineering do calibration verification every 6 months and also we monitor temperature every day. Does that count for accuracy for thermometer?

A. Yes, what you are doing satisfies COLA’s requirements as they are now, and you will also be in compliance with the revised requirement.  


Q. Do we have to notify about the change in testing personnel within 30 days? 

A. Yes.


Q. When speaking of Mass Spec, does this apply only to Chem/IA or deos it include Micro? 

A. The upcoming new mass spec requirements were developed with toxicology in mind, so they may or may not apply to mass spec used for Microbiology. Common sense will prevail, so for example if you an element addressed in one of the criteria that does not exist with your particular methodology and testing, it will not apply. Please email me if you have questions about any of the specific requirements that I mentioned.


Q. For PER5.7, if we enter PT samples in the LIS and generate electronic reports of those results, would this meet the core of this new requirement?

A. Good question! I would stay away from using PT to meet this requirement.  For example, if the test has a different reference range depending on the age of the patient, you would have to type in a date of birth. And, if the “time of last dose” is important, then you would have to input something for this. So, I think the intent of this new requirement is for the Clinical Consultant to review patient reports.  If your concern is about privacy, does your LIS have any “demo” patients, or “test” patients, such as you may have used when you verified your LIS?  These would be ideal, because then you could generate reports on “demo” or “test” patients and enter in varying results that would demonstrate both normal and abnormal flags, etc.

Also, when it comes to PT, you want to be careful about how you use and distribute these. I don’t think it is worth the risk to use PT in this manner.  


Q. Does COLA offer Lab Director CE classes available for LDR6?

A. Yes, there are several different LDRCP courses, each worth 4 CE, available at no charge to COLA labs. You can find these by going to COLAcentral – and choose the Education Resources tab – then click on LD Continuing Education for COLA Labs.


Q. My lab director's transcript from CRI shows completion of 4 credits in Aug and Oct of 2014.  How do we determine when the next 4 credits are due?

A. We are not going to get picky about taking the courses exactly two years apart.  The COLA Surveyors will look to see that there are four credits recorded since the last COLA survey. It doesn’t have to be exactly two years.  


Q. To clarify MA 15: do we need to verify thermometers that are used to measure temperature of a refrigerator that stores serum samples that have not yet been tested?

A. I assume that your procedure for the test specifies that samples can be stored, for example, for 48 hours at 2-8 degrees. So yes, you will need to verify the thermometers that monitor the serum storage refrigerators.


Q. Do I receive CE credit for this webinar? 

A. No, CE credit is not provided for the current free COLA webinar series.


Q. PER 5.3 - what exactly is an "intermediate test record"?

A. Intermediate test records are any records associated with a particular test, other than the test report itself.  Examples: Worksheets, patient logs, QC logs, maintenance logs.

Q. What is an example of an instrument that would not require a calib verification for Hematology?
A. Here is the exception stated in the COLA criteria for automated cell counters:
For automated cell counters, calibration verification is met if the lab follows manufacturer’s instruction for instrument operation and performs a minimum of two (2) levels of QC each day of testing. 
So as long as you have not modified the manufacturer’s operating instructions and as long as you are running 2 levels of QC each day, any automated cell counter is exempt from calibration verification.

Q. Is Calibration Verification required for automated hematology analyzers? (Sysmex in particular)?
A. No, as long as the conditions, described in question above, are met.

Can PER 5.5 include Proficiency testing?

A. Yes, PT can be used to satisfy the blind sample testing component of competency assessment.  But be careful – do not have multiple staff members use PT for this purpose before the cutoff date for submission of results.  If you receive five challenges, you can have five people each run one of the samples – but don’t have multiple people run each sample, because as you know, PT must be run just like you run patient specimens.

Q. I used the CRI's IQCP E-Optimizer to develop our plans but continue to refer the electronic quality control as EQC as part of the IQCP. Is this acceptable?

A. I am not sure I completely understand your question. You can use your EQC qualifying studies as part of the risk assessment and it may be that your QC Plan is the same or similar to what you were doing when you used EQC.  
But if you meant that you are referring to electronic controls, with the acronym 
EQC – then absolutely this would be part of your IQCP. Your QC Plan that you have developed must include all things that the manufacturer requires, including any electronic QC. If this is what you meant – I would suggest that you avoid confusion by adding something like 
“EQC = Electronic Quality Control” to your documentation.
Q. Are validation studies (VER 15) required for waived testing?
A. No.

Q. We are a fairly new freestanding ER. Do we need to verify the thermometer accuracy on the fridge that holds blood (temporarily) that is pending pickup from the lab? ref: silde 13- TS 7.

A. TS 7 is about thermometers that monitor refrigerators that store blood components for transfusion. I assume what you are talking about is a refrigerator that you are using to store blood specimens to be sent to the lab for testing.  
If the testing requires that the specimens be stored at a particular temperature then yes, you should verify the thermometer prior to use. Talk to the lab about specific requirements for the test(s) – this is usually included in the package inserts. If a specific temperature range is stated, then you should verify the accuracy of the thermometer. If the package insert does not list a specific range, but rather just states something like “refrigerate samples if not tested within 4 hours,” then you would not need to verify the accuracy of the thermometer. Let’s also use some common sense – if the specimens are only in the refrigerator for a very short time awaiting pickup and the storage temperature is not critical like it is for i.e. ammonia testing, then I don’t think verification of the thermometer would be necessary.  Email me if you want to discuss further: kathyn@cola.org.

Q. Our lab director reviews, signs and dates all final reports for our lab. Will this meet requirements for Per 5.7?

A. If your Lab Director is also the Clinical Consultant, then I think this would satisfy the new requirement, but he/she needs to be aware that he/she is required to review reports specifically for the purpose of evaluating whether or not the reports include all information necessary to interpret. You may want to discuss this and document the discussion.

Q. How do I receive credit for the webinar I attended?
A. These free webinars do not provide credit. You may document the date, time and topic of the webinar for your personnel record and COLA will accept this towards meeting their ongoing continuing education requirements, as specified in COLA criteria PER6.
