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1 Purpose

1.1 The purpose of this proposal is to devise an alternative assessment protocol (AAP) for laboratory-
developed tests on the EDISON 3.5 immunoassay instrument. -

1.2 Guideline: For non-CMS-regulated tests or those which lack FDA clearance, cogmerclél\or
external PT programs may not be available for certain analytes. In such 1nstanee§, an//AAP may

help validate the quality of ongoing test system performance. N ':;-‘\ \
' . / {_\ w s
."""*-,_Q. . ™,
'f‘\ (_7 /" )
Y \ /

et

2  Scope

,..'J

2.1  The alternative assessment protocol (AAP) applles toall léb@?atory developed tests on the
EDISON 3.5 insrument, and will be conducted 1nuned1atgly\follow1ng the receipt of proficiency
testing results from the American Proficiency Ix\x\stﬁu’ta (API) The API conducts proficiency
testing of all 4 Immunoassays offered at tlmeref S‘@P drafting }tPS/A? S\OH Vit D, TSH, fT4) .
three times a year. The AAP should j;)ti: cohducted minimally every\f?‘ ‘months.

b Y .\ ‘, i
e \1‘ {i ' ST T
& /" \ SN R ., >
/"k,_;\/‘ / f\ .) /" (A—.\. -’1“:-\- ‘\'> b
AN [ L
3 Responsibilities o . AR
el \.\ \ / 7

J’I"‘-

3.1 Itisthe responsﬂ;ngf tﬁé’ /e;t;hmcal supervisor (TS), to ensure that the alternative assessment
procedure Wﬁs\cbnducted at least twice times a year for all 4 analytes.
)

3.2 Laboratory Testmg Personnel are responsible for the following:

3.2.1  Receiving and processing the proficiency testing samples from in-house patient
collections.

3.2.2  Reporting the results to the TS or designee for evaluation
3.2.3  Completing applicable fields on CL FRM-00006-F1 Proficiency Testing Evaluation

3.3 The Laboratory Technical Supervisor is responsible for the following:
3.3.1  Making sure that proficiency testing‘samples are identified and prepared for the Laboratory

3.3.2  Ensuring that over a 12 month PT cycle, samples representing the entire range of each
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assay ate selected and submitted for testing
3.3.3  Evaluating proficiency testing sample results
3.3.4  Completing applicable fields on CL FRM-00006-F1 Proficiency Testing Evéhzaﬁon

3.4 The Laboratory Director is responsible for the following: / 7. >
IR
3.4.1  Reviewing and approving each PT testing event documentation. .~ Q\ t -
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4 Procedure

4,1  Obtain 5 venous clinical samples from an in-house collection. .

42  Atleast 10mL of K2-EDTA anticoagulated blood should be collected. /\\\\\

4.3  Split the samples into 2 aliquots o~ w0

4.4  Run the predicate Siemens Immulite 2000 and Theranos LDT methods i 11} garﬁl l:: /:ng n=35 for

each assay, for each patient sample. \) \>
4.5  Calculate the mean, SD and % CV for each analyte on each me“thqkl\{)
4.6  Calculate the average bias of the Theranos LDT test as follmﬂs{ Av’ebage bias = mean (Theranos)-

o o~ f N
mean (Immulite)/mean (Immulite) \ R

4,7  Inthe event that analyte samples, as determined by the p%edicatc method, do not span the a
clinically relevant medical decision level (CL- 11(56-9501 0 (Appendix D), clinical samples should
be supplemented (“spiked”) with exo genous ‘anal*yte to bring IMHW rang\

‘‘‘‘‘

4.8  Sufficient clinical sample material sho‘h tl\\b\e collected to per,fm:lg\ dltlonal level testing n=>5 for

.
each assay. I§ /, \ PR < A
"’\ ; ,_,/ PRI
AT 0 >
N el 3 \\ ol
?" . N } \\ e ‘_1
{ //f; e
“% .'

5 Acceptance crlteﬁa\\\ \\

5.1  The sum of‘{ﬂe %EV and the average bias should not exceed the total allowable error stated in
CL-DOC-95010 (Appendlx D.

5.2 If an analyte fails >20% (>1 out of 5) of the patient clinical samples, then the proficiency will be
deemed to have failed the proficiency event.

5.3 Ifananalyte fails a proficiency event, corrective actions will be implemented, according to QOP-
(0006

5.4  If an analyte fails two consecutive proficiency events, testing will be discontinued for that analyte,

until such time as the assay is corrected, and passes AAP PT re-testing.

54.1  The latter event will be documented and signed off by the laboratory director
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54.2  Resumption of testing will only occur upon documentation and approval by the laboratory

director.
6 RECORDS | (:, j\/,\
6.1 All PT records will be retained for a minimum of 3 years < :\:{ {\,:\ “' %

7.1 42 CFR Part 493 Subpart H, Participation in Proficiency Testmg,for L\abo/ratones Performing Tests
of Moderate Complexity (Including the Subcategory), ngh Cp\lhplexaty or Any Combination of

b

These Tests \\
7.2 42 CFR Part 493.1236, Standard: Evaluation of proﬂc;ency\zestlng performance
7.3 42 CFR Part 493.1445, Standard: Laboratoryzﬂirac;of Respomlblllnes(‘
e .‘. \_-’ / {/\(\ % \
7.4 CLSI Guideline GP27 P RN
. LN '/":‘\:\ L J s
7.5 CLSI Guideline GP 29 EPANN e N
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