L aboratory Name
Laboratory Address

Quality Assessment Plan

Purpose This Quality Assessment Plan (QAP) consists ofithiten policies and procedures for
our laboratory to monitor, assess and, when in€litatorrect problems identified in the
laboratory systems of preanalytic, analytic, poshgit as well as general laboratory systems.
The QAP exists to ensure the highest possible tyualiaboratory services. The plan provides a
mechanism for identification of problems, implenagian of corrective action, monitgrng for
desired outcome, and documentation of all QAP Hiets/

the ultimate responsibility and oversight resttite Labor
participates in, is empowered by, and gains knogé

General Laboratory Systems

Confidentiality- the staff is trained i
the wrong location, results are onl
release. We will monitor the

i) Direct observationsf routine patient test performance, includinggugtpreparation,
if applicable, specimen handling, processing testing;
(ii) Monitoring the recording and reporting of test results;
(i) Review of intermediate test results or worksheets, quatintrol records,
proficiency testing results, and preventiv@intenance records;
(iv) Direct observatiorf performance of instrument maintenance and fanathecks;
(v) Assessmentf test performance through testing previouslylyaeal specimens,
internal blind testing samples or extermaffipiency testing samples; and
(vi) Assessmentf problem solving skills; and
(9) Evaluatingand documenting the performance of individualpoesible for moderate
complexity testing at least semiannually dgrihe first year the individual tests
patient specimens. Thereafter, evaluationstine performed at least annuallyless test
methodology or instrumentation changes, in whickecarior to reporting patient test
results the individual's performance must be reksatad to include these of the new
test methodology or instrumentation.
We will monitor that the competency of all testipgrsonnel is documented at appropriate
intervals and that remedial training for areasmfaern is completed.
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Proficiency testing- will be performed three times per year on regulatealytes and twice per
year on unregulated analytes. The samples areedritethe patient log and/or computer system
and documented the same as a patient, using theersathod and testing personnel. The
instrument printouts or patient logs and any imeniorksheets are maintained with the other
patients for at least 2 years, and a copy is filgtl the PT results forms for ease of review. The
results are submitted to the PT provider withindbeeptable timeframe noted. The testing
personnel review the data entry on the results famchsign the attestation statement along with
the lab director. When the evaluation is returreethé laboratory, the laboratory directoFwyill
review the results for acceptability and any treindgstrumentation, and sign the evaluatign.
Any unsatisfactory results will be investigated alodumented.

We will monitor for timely submission of all profency testing, as w
acceptability of scores, investigation of failuegsl any preventive z

| as the

Specimen identification and integrity-\the laly will use
date of birth) on requisitions, specimens, doguai@

by an \authorized person and documentie icomputer, on
ilNinefude thatient name, date of birth, sex, and test(s)

appointment schedule.

We will monitor to ensure that our reference labarias are CLIA licensed.
We will monitor the appropriate turn-around-time feference lab results, track incomplete
requisitions, rejected samples, reference lab £and subsequent documentation of follow-up.

Analytical L aboratory Systems
Our procedure manual is written according to thé Olegulations. (493.1251)

We will establish and verify method performance by testing precision, accuracy,
reportable range and reference range (for high &xtp tests, must also verify sensitivity and
specificity). The documentation will be maintairfed 2 years after we discontinue a test method.

We will ensure that thiest systems, equipment, instruments, reagents, materials and
supplies function according to manufacturer’s dipeations.

We will ensure thateagents have appropriate labels including, strength, gtera
conditions and expiration date. We will not use eeggent beyond the expiration date or open-
vial stability date. We will not mix vials of diffent lot numbers unless approved by the
manufacturer. We will monitor and record enviromtaé conditions required for specimen and
reagent stability.

Ourtest records, including the patient analytic log and instrumribhtouts, will include
the date & time, test performed, testing persopediorming, as well as 2 forms of specimen
identification.
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We will performcalibration on our instruments according to the manufacturer’'s
instructions, as well as perform calibration vestfion (3 levels g 6 months minimum) as
appropriate.

We will use at least 2 levels qfiality control (QC) material per test each day. For test
systems that include internal (on-board) contrafeEquivalent Quality Control (EQC) study
can be performed to reduce the frequency of testibgrnal (liquid) controls.

We will useOption 1 for internal controls that check the entire arialgtocess. The
evaluation process will test external controlsiforconsecutive days of testing, and if acceptable
according to the manufacturer and the laboratamsctiir, the external controls can be reduced to
two levels once per calendar month and with eaghlaeor shipment, and the results efinternal
controls will be documented dalily.

We will useOption 2 for internal controls that check only part of
The evaluation process will test external contfots30 consecutive days of t&
acceptable according to the manufacturer and twdsory directo

ith troubleshooting the problem.
Joes not correct the problem, the

etermine the level and fregay of maintenance to be completed and
increased level of maintenarittemsure the proper functioning of our

specified by the lab director.

We will ensurequality of patient results by clinical correlation done by physicians, and
by periodic audit of test results from lab datzharted results to ensure appropriate data entry.

We will document altorrective actions including environmental monitoring, instrument
troubleshooting, equipment maintenance and funcimtks not meeting specified intervals; test
methods not meeting performance specificationsgeay@able QC, calibration or calibration
verification or if we're not meeting appropriateng interval for these activities; inappropriate
reporting of sample results that are outside obrrigble range for an instrument (should be
reported as > xx); any determination that the &dwortable range is inappropriate for the patient
population; or improper storage of reagents or $esnfleft out at room temperature or
refrigerator failure).

All test recordswill beretained for at least 2 years, including sample identifmat
date and time of receipt, condition of sample, tesbrds, identity of person performing test, and
all instrument printouts.

We will monitor to ensure that gdr ocedures, and changesto procedures, are
reviewed and signed by lab director; all new testhods are verified; all reagents are labeled
properly; environmental and storage conditionsnapeitored daily; all test records are reviewed
and initialed; calibration is done per manufactgrerstructions; calibration verification is done

QA Plan Page 3 of 4



at least every 6 months; quality control is revidweonthly for trends, shifts and meeting
acceptability criteria; preventive maintenance aamttion checks are reviewed monthly for
completeness and appropriate intervals; data enthclinical correlation are performed for
accuracy periodically and documented; and thaectike actions are reviewed for effective
outcome.

Postanalytical L aboratory Systems
Thetest report will have 2 forms of patient ID, the performindgptaatory’s name &
address, units of measure or interpretation oflieseport date, test(s) performed, the specimen
source, if appropriate, reference interval, commentthe condition of the sample or disposition
if a rejected sample, and the test results.
Information concerning thieest method must be available to those that use-the labaratory
results, such as performance specifications, ietieif substances, and any chatiges as they occur.
We will notify the ordering provider of arpanic or alert valuesimmediately.
to Dr. Smith ordate attime by testing person.)
We will notify our providers of any delay in testing.
All referencelab reports are placed in the appropriate che

Chart Audit Form
Personnel Competency Form
QC/Maintenance/Temperature Logs

Approved

Date

Signature Laboratory Director
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