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CMS  FDA PT CLIAC
Clinical Laboratory Improvement Advisory Committee
CMS Assist

CLIAC niBi@isgaE
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CLIAC
ADVISES « 20 votingmembers
CMS on CLIA « 1 liaison member
+ 3 ex officiomembers
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CLIA 14 221
1. Waived tests 2. Tests of moderate complexity 3. Tests of high

complexity 3
CMS

CMS CLIA

FRslLCIRHONBEKEIA
CLIAZERIEIR

Standards and Certification Laboratory Requirements (42 CFR 493)
PART 493—LABORATORY REQUIREMENTS

KELER 4285 4035%

Subpart ‘ = - B AL BEEE.
Subpart A — i RE 9 (@mATOEMTE
SubpartB__|%efh 10 & (WarvedlEa) FROES
SubpartC  |SFRADEHE PPMOD SIS IEST OREE 6
Subpart D ZESIERE 4
Subpart E EEZE. FETNR et AN oeBFTFINISLFRR F TORE 13
Subpart F —fjeETE 8
Subpart G [Fi@l 0
Subpart H Nonwaivedt® OB EF QRN FEHB O sHhPTAOE] 25 : WEHE
Subpart | Nonwaivedl O PT IO 5.4 19 WEH T
Subpart J Nonwaivedi® B D MRS 1T 4
Subpart K |NonwaivedRZ (19 & B YATh 53 |dm wusTE
Subpart L [Fii] 0 LD, CC
Subpart M |Nonwaivedi®EDEH 44/@@ cs. 1S
Subparts N-P |[F{#] 0 er
Subpart Q [ 5
Subpart R EfT R 22
Subpart § [F il 0
Subpart T YL r—iav 1

ait 221

:1. Waived tests 2. Tests of moderate complexity 3. Tests of high

complexity
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1. Waived tests
SHNTO CHORSENDIEREICSERN CF, BIEIHERICE D olfEEMEIR C 526
EhEvER  (FREVERIT, FRIFIREEEE, 2052 CAEDTRERMABBIRARE) .
— BETYAOFPB(CHOEOHNBREESN, RETRA, BEERINEES
MgWze, EERFHRS TaRel 2 2HNs (FE(CEADII w3 ETENE)
2. Tests of moderate complexity

IR OIEMEEE J SiRE. Complexity scores *121 T, PPM
(provider-performed microscopy) procedures =0,

3. Tests of high complexity «— iaEFiesne
EEOEM T I 518 . Complexity scores* 131 I,
LDTs (Laboratory developed tests) =0,
— Moderate & High (&. non-waived tests tbndt. ZINEEPEEERR
EOEREIBFRU Tho, EIEEREDANERBEHNERS,

* FDAICBWTIVDH #EREN 3. Knowledge. Training and experience. Reagents and
materials preparation 7i&@ 7IEB(CEULT, Categorization CriterialcfitLy Score 1-3 (C3Hi
&N, 0 Score DEEHIISTEEEE LRICHIEEN S, CODEEEIFDAOWeD-site(&il) TR
T&ED.

Waived Test
Complexity Score Tests of moderate

complexity Tests of high complexity

REIRE - DBFOEMETMOER
Part A §493.17 Test categorization.

(a) Categorization by criteria.

Notices will be published in the Federal Register which list each specific test system, assay,

and examination categorized by complexity.

Using the seven criteria specified in this paragraph for categorizing tests of moderate or high

complexity, each specific laboratory test system, assay, and examination will be graded for
level of complexity by assigning scores of 1, 2, or 3 within each criteria.

The score of “1” indicates the lowest level of complexity, and the score of “3” indicates the
highest level. These scores will be totaled. Test systems, assays or examinations receiving
scores of 12 or less will be categorized as moderate complexity, while those receiving
scores above 12 will be categorized as high complexity.

Complexity Score
Scre1l Score2 | Score3

1-Knowledge

2 - Training and experience

3 - Reagents and materials preparation

4 - Characteristics of operational steps

5 - Calibration, quality control, and proficiency testing materials
6 - Test system troubleshooting and equipment maintenance

7 -Interpretation and judgment

Total Score ?;‘:;i}i
Complexity Score 7
3 12 Tests of moderate complexity
12 Tests of high complexity
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Non-waived Tests PT

Non-waived Test PT

Laboratory Director, Clinical Consultant, General Supervisor, Technical Supervisor

Non-waived TestDPT2'O0JSLADEXREI -

Non Waived Test® H et 55T il
1. BEOI—T AR TS 2 ERFIEEE- 88 AR TRE

13

SubpartF | —#E% O 18 40 47 B, BEEE R, [— T T
5493 .602 EHEEHT)-F HEEITOERIONLTREER EEOFFEST
403.606  [H7)-FoiERm 2, N ZATIEFRSAN
§493.638 EEER §493.801
§493.639 ?‘ "ﬁﬁ S ADRER Condition: Enrollment and testing of samples.
5493.643 hRIEF IO jﬂﬂ@)ﬁ?ﬁﬁpﬁfﬁ __ _ The sboratory must enroll in an spproved program of programs for sach of the
5493 .645 MOBEEJOYSLAORELIESORT. BRMESOIRS. spesiaies snd subspecialties for which it seeks certification
§493.646 EROhL. [The Isborstary must test the samples in the same manner as patients’ specimens.
5493 .649 EREEDATE (i) Make P results ualable to the public o required in section 383(RCF) of
Subpart G |[545) {re Public Health Servos Aot
— T3 Standard: Testing of proficiency testing samples.
SubpartH |Non-waived TestDEEEDGE NEHECT HOPTANDEM The labaratary must examine o test, as applicable, the proficiency
§492.801 ErET ! _testti.:s samples it receives _r;u‘mge prutqcie‘ncytes_un; program
in & Same manner as i ests patient specimens.
§493.803 & : ATALEEM : it :
— — F T Carmpl as ik b S med or T stad Wi The [ahoraborgs regise peten t
§493.807 EiT : FERESOREEENFEORIE warkload by personnel who routinely perform the testing in the [sboratory,
g5 REE. SEEMEEUEERIVECNS0BEASHEEERTIEEED using the lsboratory's routine methods.
- < ol|= s l= . The individusl testing cr examining the samples snd the |aborstcry director
ol TR SRS
[eDOARE AT G TS T 4 ST must attest o the routine intzgraticn of the samples into the patiznt mork cad
5493.821 EF  MENRE using the laboratory's routine methods.
§493.823 EER (2] The Isboratory must test zamples the zame number of times that it routinely
§493.825 - tests patient samples.
5493 827 EL g ES b ton e TRt par foem 1o eTs on roficiancy Teshine Samples i 51 ok arEass
i sny inter—lsboratory communications pertsining o the results of proficiency
5493.829 EER testing sample (=) until after the date by which the kboratory must report
§493.831 Ex g proficiency testing results to the program for the testing eventin which the
5493 .833 B i samples mere sent, Lboratorizs with multiple testing sites or separate lacstions
- - must not participate in any communications or discussion s across sites/locstions
§493.835 EE Rl concerning proficiency testing sample results until after the date by which the
§493.837 EE: —BREgE laboratory must report proficiency testing results to the program.
5493 .839 FF EEFERE (3 The Teboratory must not sand BT sampia = oF porbions of Samplas b an olher
5493841 EE. MEERE labaratory for any analysiz which i1 is cer tified o perform in its omn laboratory.
: = Any lsboratory that OMS determines intentionally referred its proficiency testing
5403.843 EE: Iongs samples to another lsboratory for analysis wil have its certification rewsked for
5403 .845 E¥ e at least one yes Any laboratory that receives proficiency testing samples fom
§493.849 = MRRE ancther laboratory for testing must notify OMS of the receipt of those samples.
— (59 Tha Taboratory must decument the handiing, praparation, processing, & ssminati an,
£93.851 B ﬂ:l?ﬁ*ﬁ%‘ and each stepin the testing and reparting of re sults for all proficiency testing samples.
§493.853 EiF FERE The lsboratory must maintsin & copy of all records, including & copy of the proficiency
5493.855 EER IR testing program report forms used by the laboratcry to record proficiency testing
" e qTe=—r results including the sttestation statement provided by the FT program, siened by the
493.857 SiF: o ‘Dﬁ*ﬁg Hﬁm=‘ FARANEZHE) analyst and the laboratory director, documenting that proficiency testing samples
§493.859 E¥ : ABO. RhITEEUSE were tested in the same manner as patient specimens, for @ minimum of two vears
§493.861 B MRAGTREE from the date of the proficiency testing event.
5493.863 EER ] T e Vagiva d Tor on iy e Fart Syekam, seeay. or svrmination Ured se e primary
. thad for patient testing during the PT ewent,
§493.865 2E FRERERE e
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9|8493.901 HEREEEIEnER
70 §493.903 EHESF E0HECSHE TSHOEENEE
71|§493.905 | REROHIEEEE
ﬁﬁ ZKWU?{wﬂKWJj__ﬂJ%PTjDIjﬁA itative ImUnG oey andytes oF Legts. the rogam st datermm
72|§493.909 frlas ik ;ﬂsbcrhse e I;arah: :; the :;;arh:ed:f--k achx anse fr mkk g o
73|§493.911 |¥ZaE Fasounse s b dearmind by uing sher P rteris o he renbar of stinded
74 §493913 %ﬁ*@ﬁ Criteria for Accestable Parformance
The triteria for acceptais performance are—
75|8493.915 |BEME e o e aie or sccamabie parTormance
76|§493.917 Elama iy Righa1 antiirypein - Targat vass 3 501
77 §493919 'j‘” L?\% fbha—fstmtslr. tu'mr mmr,. E’arzm v&.!s 3 30
et value £2 diutions or positive or negative.
78|8§493.921 LR ERE A::st(mbto},tsi’. cz-:m -«e:s -'_'-lz dlmiwﬁt‘nasiﬁvs ar ezt
79 §493923 ,‘fﬁ%m%ﬁﬁ Anti- Human Imimon ode ficien ey virue Resctie or nonresctive
c0[siss.027 | mnmen e
81|§493.929 L= =t iir=y Fha umatoid factor Target vakus £2 Gtions oF BOSTVE oF e gatve.
a2 §493931 7%_”:#;@%: Rubelle Tarpst value £2 diutions or immunes or nonimmune o positive o negative.
83]§493.933 |ASEE swsen
84|8493.937 firE ey ) Forwtitat'wsd‘\smsh’,t.ts_stsarandyt:s L et
85/§493.041 |mwdE (—fBiE, BEBELSD) Nt it vt s bt sl ot s
8615493.945 IR )\ RIHEZIRE e ot v 48 e 15 e o 0 ;fdbl’f.:tiihﬁ:ﬂfﬁw -
8716493.959 | RRAM/BIRE T A
Subpart ] |Non-waived TestohfizAE1E e sriaria For aecertibis o i
88 [§493.1100 |pmsEis s st e de s T D T i S50
80 [5493.1101 = : jmg e ko Sios - -
00|§493.1103 |5 . @my—E20S#4 frane oy Toatene 200
oE - = ate avinotransfarsss (AST 2 Target valus £20%.
g 1 §4g3- 1105 §$ - ﬁga}g{q: mf;ﬁ‘:ﬁr’:tﬂd: l&'ﬁﬁft (ﬂJsJ:_'SC'A?ﬂGK-E’};L or “_f’ltcha ._:’5&52:
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e
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Tests of moderate complexity Tests of high
Complexity Laboratory Director, General
Supervisor

CLIA

CLIASRGEICHITFIEBEBELEREHOENF

BIgEH Moderate or High Complexity

Lab Director (LD)

OAKEMDHDOLFIEEIEE TKERIERE
@KEMDNDOLEIEEEET 2 £IEJ»,U:ngh CompIeX|ty Lab
TSupervisorDf¥ss 2L
> IEEYTERIEETHS.

Academic CareerTI3#<. RET®DClinical LabD$EERH'ER —
BAEATOZYETIESICA B,

General Supervisor (GS)

DIERARFEZE (LF. EMFLEFAEORBZREE)
@CLIASARTD 1L LDRERR L
> EBTRUNERSRV, LDNEE) ThilE R EE.

CLIAZEUS I BICIESR AMEERIEZR E4
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PT Proficiency Test
Tests of moderate complexity Tests of high Complexity
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