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Handout: Why a QC Program is Essential604
	Possible Reasons or Excuses for Not Performing QC
	Counter-argument in Support of a QC Program

	Cost

· QC material is too expensive.


	Costs must be understood in the context of quality.  There are expenses incurred with a QC program.  For many of us, we see QC as expensive especially when we compare the cost of the item to its quantity or size.  However, to strive for high quality patient testing, management of high quality laboratory testing systems must include the use of QC processes and procedures.  Not only are QC programs worth the expense, they add a cost-savings value for the long term by preventing errors and eliminating waste.  

When considering costs, the overall cost within the healthcare system must take into account the many hidden costs attributed to inaccurate and unreliable laboratory information.  Costs associated with incorrect laboratory results include the following:

· delays in necessary care,

·  unnecessary care,

· inadequate patient management,

· inappropriate medical investigation of nonexistent disease,

· complications from unnecessary treatment,

· improper utilization of medications.

If quality improves, waste is reduced, which in turn reduces cost.



	· Increased costs will make the test too expensive for some (most) patients.


	No result will always be better than a wrong result.  However, accurate laboratory information is vital.  Laboratory services are essential for disease diagnosis, treatment, surveillance, and outbreak investigations in the country’s health system.  Availability of diagnostic laboratory confirmation allows the provider to use evidence-based medicine instead of relying on presumptive/empirically-drawn diagnosis to:

· differentiate between diseases indistinguishable by clinical syndrome,
· direct appropriate antimicrobial therapy (inappropriate antimicrobial therapy results in increased drug resistance),
· improve patient care, 
· conduct accurate infectious disease surveillance,
· direct the country’s public health care policy, one that is based upon the true disease prevalence because of the laboratory’s diagnostic confirmation data.
Overall, it will be less expensive for the patient to receive a quality result the first time compared to the additional costs associated with repeat testing or additional, yet unnecessary diagnostic testing or services.  A laboratory must meet the quality needed for the patients it serves.



	· The staff performs the QC when there is time (usually after the patient results are released), so the extra cost of doing QC because we are told we should do this task does not really change the results being reported.


	The attitude managers have towards their management responsibilities are reflected clearly through their interactions, communications, and work activities.  Staff members closely monitor their manager’s behavior and attitude.  

Every laboratory accrediting organization will require a QC program that is able to monitor, and detect errors and correct them before patient samples are released.  Because accreditation evaluates a laboratory’s quality structures to assess whether or not a laboratory operates at a recognized, accepted, and required level of performance, items pertaining to the QC program will be included.  A laboratory can not describe the quality of their patient results if QC is not performed.



	Difficulty

· QC is too difficult because of training and data analysis.

· After we run QC, what should we do with the data?

· The staff keeps getting too many values that are unacceptable and waste a lot of reagent (time, money, etc) when I have indicated in the past that patient results should not be released until QC is acceptable.


	The manager must know the basics of QC and how to interpret and assess the QC data.  The right QC strategy will detect and prevent errors by maximizing the probability of detecting significant errors and minimizing the number of false positive flags.  Therefore, an effective QC program results in quality and not waste. 

Lacking the fundamental knowledge or education should not prevent a manger from seeking resources.  However, if the root cause is the manager’s commitment, behavior, and attitude towards an effective QC program, then improving quality will be difficult, at best.



	Time

· I (or the staff) do not have enough time to do everything required for QC.

· There is not enough staff to perform patient testing and do QC.

· I have other tasks that are high priority and I balance as best as I can.  Sometimes this means the QC is not done.


	Insufficient staffing is a constant challenge for laboratory managers.  A laboratory should be staffed based upon the number of specimens that it handles and the level of automation.  Even the best-equipped laboratory will not function at top efficiency if it is improperly staffed.  

However, laboratories must establish their service goals and objectives, and establish clinical and analytical quality requirements for testing.  An effective manager must make a decision and commitment based upon the objectives and goals.  If the goal is to provide quality patient results, then a QC program must be designed, implemented and maintained.  

Performance, not just effort, will be the criteria used for meeting objectives. A manager will always have decisions and choices to make, including what level of quality should be achieved.  Without a QC program, that level of quality will be low.  

If managers do what they can do, but “do it well,” then it will be easier to receive the support and recognition to address the larger, more systemic issues such as staffing.  Delivering quality results will increase customer’s confidence making it easier to receive their support to address these challenges.  



	· It takes valuable time in the morning to prepare controls and run them when the clinic is busy.


	Quality does not just happen, it must be planned, monitored and managed to assure quality is achieved.  Managing quality is the laboratory’s work, and not just simply a sideline addition to work.  

A laboratory’s productivity and efficiency takes into account its performance to provide quality services, which includes quality patient results.  Besides, it will always take less time to perform the originating activities right the first time than to ‘just get the work out’ and address the subsequent errors and adverse publicity afterwards.



	· If I perform the instrument maintenance and QC, then I can test only 80 patients instead of 100.  Are you saying those 20 patients’ results are not important?


	Refer to the second bulleted point under “Cost.”

	· The providers get angry when the results are delayed because the QC is unacceptable.

· Customers are already complaining about the wait time for their tests.


	Doing it faster won’t satisfy the customer’s needs if the test is inaccurate.  Listening to the voice of the customer does not mean doing exactly what the customer says.  We need to hear the words and then interpret/translate to understand and fix the problem.  A customer will never say, “Just give me the wrong result if it is quicker.” 

Customers will always demand faster turn-around-times, while simultaneously inferring that it must be a quality result.  It is the laboratory’s responsibility to deliver the quality in conformance to the requirements of their customers. Additionally, incorrect test results erode the customer’s confidence with laboratory services.



	Supplies/Facility

· Consumables reagents/supplies that could have been used for patient testing are no longer available if used for QC, and I will run out of supplies.
	We must meet the quality needed for the patient results we report.  The use of reagents and supplies for QC testing must be understood in the context of quality.  This consumption for QC is to prevent problems and provide quality results.  Additionally, the costs of poor quality results in waste to other healthcare areas; waste of time and effort by physicians and nurses, and waste of resources that were unnecessarily consumed (i.e. medications, occupied hospital beds, etc).  



	· I have insufficient storage space (or equipment such as refrigerators) for QC material.
	Sufficient storage space is a challenge for many laboratories.  However, even when laboratories receive QC material with test kits stored at room temperature, the QC is not performed or monitored as should be. 

In those instances, the challenge can become a convenient excuse.  Essentially, there are 2 actions, excuses or performance.  If a laboratory has QC material available for only some of the tests offered, then design, implement, and maintain a QC program for these tests.  Create the needed polices and procedures for a QC program, and train the staff so that a solid foundation is laid.  Do those areas well with existing resources so that when you receive the administrative and financial support to include additional tests, you have laid the foundational groundwork necessary for an effective QC program.



	Limited Understanding of QC’s Role

· It is only necessary to check QC if there has been a major change in some facet of the test system - for example, a change in reagent lot#, a repair such as tubing changes or the instillation of a new light source.
· 
Performing QC for this test is a waste of time, effort and resources since the obtained values always fail (i.e. out of range or unacceptable).
	The acceptance or rejection of the unknown (patient) sample results is dependent on the initial comparison of the control material measured values with their expected values or range.  It is through this QC evaluation process that QC results are used to validate whether the test is operating within pre-defined specifications before patient results are reported.  
When QC samples do not produce the accurate or precise results, it can be assumed that any patient results obtained at the same time are also erroneous.  Therefore, the patient samples are the unknown and the QC material provides the ‘known.’ 

QC results allow you to compare ‘where you are’ to ‘where you expect to be.’ If ‘where you are’ is not ‘where you expect to be’ you must determine what has changed.  It is up to the technologist to interpret if that change is significant and requires corrective action.  

One of the reasons an effective QC program can significantly increase the level of quality is that it alerts us to change even when it is unexpected.  It allows us an opportunity to address those errors that otherwise would have gone undetected.  



	· All my system checks are acceptable, so the instrument is performing correctly and QC is not needed (or this was the QC).


	System checks tell us whether the instrument is acceptable for use; QC tells us whether the results furnished by the instrument are acceptable.

	· The QC has been within range or acceptable for the past 10 days (month, etc), so we know the instrument is reliable.

· Running QC occasionally is good enough to check my equipment.  Things will not deteriorate so quickly that it is necessary to run QC every day. 


	For some very stable systems, QC data changes minimally.  However, past performance tells us about the stability but not when a change occurs.  To be alerted to a change requires QC to be performed and assessed.  A decision to accept or reject a run should be based upon the current data of the test’s performance.

	· We monitor the reagent refrigerator (or we make sure the correct patient is drawn), so we know the test is correct.
	QC is used to assess and alert us to change in the method’s performance.  One part of the analytical system is reagent.  However, QC monitors much more than just reagents.  It also monitors different steps necessary to prepare samples for testing, preparing reagents and calibrators, instrument set-up and maintenance, and combining samples with reagents.  Depending upon the specifics or requirements of the test, QC can monitor operator’s technique, environment of the test (temperature and humidity), water quality, sterility, pH, and even electricity 

Proper patient identification and sample handling are essential components of the QA process.  The quality of the results is dependent on the quality of the sample being analyzed.  It is important to monitor the entire testing process.  A QC program focuses on the analytical portion of the QA process.  Any problem or error that occurs within the QA process can invalidate the results.



	· We only perform QC when we have a proficiency test sample.  It is important we receive a good score. 
	Even though proficiency test (PT) samples are ‘unknowns,’ they should be handled in the same manner as patient samples.  The entire PT process should mimic the patient process and provide opportunities for process improvement to your total testing process as part of your Quality Assurance (QA) activities.  

The laboratory’s goal is to provide quality patient results and services.  Receiving a passing score helps us assess our QA; however, the patient is the reason the laboratory exists. 



	· I know the media supports organisms’ growth when present and does not show growth when not present because I see that demonstrated in my patient samples.

· I know the Ziehl-Neelsen stain works properly since I noted acid fast bacilli in several of my patient smears. 

· We record both positive and negative patient results throughout the day so the test is working just fine.
	The acceptance or rejection of the unknown (patient) sample results is dependent on the initial comparison of the control material measured values with their expected values or range.  It is through this QC evaluation process that QC results are used to validate whether the test is operating within pre-defined specifications before patient results are reported.  

Some of the consequences of a false negative result are:

· treatment is not started
· patients continue to unknowingly transmit the bacilli
· inadequate treatment during the intensive phase

· increased drug resistance due to inappropriate therapy

· resistance patterns will occur more quickly within the population.

Some of the consequences of a false positive result are:

· unnecessary treatment
· medications wasted
· extended treatment during the intensive phase

· complications resulting from the extended length of treatment.

However, one consequence shared by both incorrect result types is the loss of the customer’s confidence and trust in the laboratory and TB program.

Overall, the microbiology section is much more inclusive than its application towards a TB program.  As in all laboratory sections, a QC program must appropriately address all testing performed in that section.  Unique to the microbiology section, the performance of all media, including diluents and other suspension fluids, must be validated.  This validation and traceability to the corresponding lot numbers must ensure the suitable performance as follows:

· verification of sterility 

· recovery/survival of the target organisms

· inhibition/suppression of the non-target organisms

· required physical and biochemical attributes used to identify/differentiate organisms



	· We only run a positive control since the abnormal value is the only clinically significant one.

· We analyze a normal control.  It seems redundant to analyze an abnormal-low control and an abnormal-high control, as well.
	QC material selection should consider medical decision points to closely monitor changes in those areas.  The QC material selection or requirements should ensure that a provider can reach a valid diagnosis or decision from the laboratory information.  

Providers often compare the patient’s result value against a reference range (‘normal value’) and treat the patient accordingly.  Providers will also use laboratory result information to compare the patient’s result value obtained at the present time to an earlier result value to monitor change in the patient.  

For the provider to have confidence to use the results, accurate information must be provided.  It is important to establish performance standards for the test and monitor changes to the method’s performance.  Changes in accuracy and precision do impact the clinical interpretation of patient results.  



	· We always verify the built-in control area as specified in the insert, so other QC is not needed.
	Frequently the built-in control area assures the sample flow was sufficient to come in contact with a reagent or the reagent was introduced into the sample.  It does not measure the presence or absence of a substance.  Qualitative controls should still be performed.



	· I received the same lot # in the second shipment and that was already validated when first used (placed on the instrument, etc.).
	QC is used to assess and alert us to change in the method’s performance.  One part of the analytical system is reagent.  However, QC monitors much more than just reagents.  It also monitors different steps necessary to prepare samples for testing, preparing reagents and calibrators, instrument set-up and maintenance, and combining samples with reagents.  




