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u Detecting errors

u Monitoring accuracy and precision

u Control procedures Ó manufacturer 
specifications

QC is Quality Control

u Assessment or Assurance?

u òOngoing review process that 

encompasses all facets of the 

laboratory technical and non -

technical functionséó 

u From the AAD CLIA manual

QA is Quality Assessment/Assurance



u How to know if something goes wrong

u With test system

u With environmental conditions

u With operator performance

u With accuracy/precision over time

u Controls!

u Test runs

u Comparisons

QC is the everyday

u Assessment: 

u Developing policies & procedures

u Where/when can things go wrong?

u How can errors be prevented

u Assurance: 

u Ongoing monitoring of systems

u Preventing the errors

u Checking up regularly

QA is preparation



uYour é..  manual

By Tom Murphy VII - Own work, CC BY -SA 3.0, 

https:// commons.wikimedia.org/w/index.php?curid=295698
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uConfidentiality

uAddressing complaints

uFacility

uSpace

uVentilation/air flow

uCommunication





uSystems for monitoring and evaluating testing procedures



uSystems to correct for QC problems

uVerification of performance

uMaintenance and function checks



uProficiency testing and competence

uAddressing failures



By Tom Murphy VII - Own work, CC BY -SA 3.0, 

https:// commons.wikimedia.org/w/index.php?curid=295698

uYup ðthat means you too doc.

uReviewing updates as well

https://commons.wikimedia.org/w/index.php?curid=295698


uProcedures in detail

uAllow for latitude 

ue.g. Use a range of temps

uCopies of all your forms

uUpdate forms

uUpdate manual



uMonitor and evaluate the quality of the testing process
uTest management

uCorrective actions for QC

uTwice a year proficiency testing and annual competency

u Inconsistent results

uMethods to hand review issues



uHow will you make sure your tests are accurate and precise?

uWhat does the manufacturer require?

uEquipment, media

uWhere can things go wrong?

uHow will you attempt to keep them from going wrong?

uWhat are you going to do if/ when they do?



uDay to day monitoring of your processes

uProblem solving methods and remediation





u Records must be kept of anything that might affect results

uMaintenance, grounding/safety, and cleaning, plus é

u Scopes ðcalibration

uCryostats ðtemperature

u Stainers ðfunction, manufacturer recommendations

u Fridges ðtemperatures

uHoods ðairflow, filter changes

u Look to manufacturer recommendations

u If none, then Lab Director decides ðdocument rationale

u Keep copies of equipment manuals with records



uHow will you assure quality?

uSay what you will be recording and understand why
uRecord lot numbers to hold manufacturer accountable

uRecord expiration dates to avoid using degraded products

uPay attention to your everyday tools

uDetail what you will do if items are substandard



uPerform an annual review

uRead through all your procedures

u Imagine your daily routine

u Is there anything missing?

uHave you adapted or changed a procedure?

uHave you changed your suppliers or service companies?



uPractice first using extra tissue

uPerfect it for your practice

uWrite it up 

u Include results comparison

u Include literature citations

uHave the Laboratory Director sign and date it

uBegin using on patient tissue



uHow will you make sure the results are valid

uRunning control before or with patient specimens

uComparison to photographs of standards

uBasic remediation ðWhat if something goes wrong?
uStain doesnõt look right

uPiece crumbles out of block

uRe-do test

u Take another stage at no charge

u Etc.

uDocument on QC Problems Sheet - Details for each occurrence





uDocument changes

uDate

uWhat changed

uSigned by the Lab Director



http://www.goodreads.com/author/show/1954.Natalie_Babbitt
http://www.goodreads.com/work/quotes/1955922


u If your manual says 

one thing and you 

do another é.

https:// www.flickr.com/photos/nicholasjon/1797966
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uYou said what you would be recording
uRecord lot numbers to hold manufacturer accountable

uRecord expiration dates to avoid using degraded products

uPay attention to your everyday tools

uDetail what you will do if items are substandard

uUse to record all stains and media
uHelps to have date opened on log in 

case you forget to put it on the bottle



u Labeling
u Patient Name (site)

uUnique identifier

u Slide/case number

uDate

uReason for test
uDiagnosis

uTimeliness
u Time in and time out
u Tech

uSurgeon



uComplete and accurate records win the day.
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