E
| jTde Yost
-~

Director
Div. of Laboratory Services
CMS



b

N Comphepce—zl

m \Waner—105,000

= PPMP—39,000

m Accredited—16,000
B Exempt state Jabs—6 ,000

m Source: CMS CLIA data base 8/04




ENIOPICSHOITIDISCUSSION:
m SURVEYOING lmlel NEes on‘lA web site.
m SUWEYer training in November.
' c cational Brochures on CLIA web site.
m r tic testing NPRM status.
m QC for ture meeting March 18, 2005.
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= Labs use to meet requirements.

m No regulatory authority; cleared by Gen.
Counsel.

m Adjustments w/ experience &/or data-
early 2005.




S
HRVEVer trainina in November, '04.
SICHEIFnEewW SUrveyors.
IREILGES oH ment through enforcement.

r\rlvrnr firesher for all surveyors on QC
Jnrlmg ]

m [est me h ad erlflcatlon
s Calibration: & calibration verification.
0 Equivalent@uality Control (EQC).

— Re-affirmation of key P & P'w/ practical
applications.

m Accrediting orgs. & exempt states invited.




e
N elNlANBTechures—on CMS web site.
y CDC/CMS.

Al SUIlEY 01 Cliarnges

2 Jestenioa’ Verication
B #3 Calipration & Callbration Verification
m H#4 EQC
m #5 QA & General OC Tips—under development.
= What else would you like to see?




& SACGT recommendations.
cific reguirements for certain G.T.
2 recommendations in Final CLIA regs.

= Molecular amplification uni-directional
workflow.

= PCR QC.
= Confidentiality.
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na NPRM Cont’d.
‘emain; will'solicit comments:
J _)HIJrJJFJ IJ/S(‘ OpE of regulation.

s Infermed consent—CLIA authority?

= Proticiency te Sting—

- specimens/mechanisms.

o CI|n| al vmdlty—CLlA authority?

= Personnel qualifications. o
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= OC for he

| Ezieiegrs clfree
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r\rlvrlm el IeC CANC |eS/| novations.

Healthcare environment/error prevention.
m Location of testing.
m Utilization of test results.




PIttne E
N W/’/:/ rareNielcUrrent OC /Ssues?
m Staistieal validity off EQC; Six Sigma??
Velpleeie) El| present & future technology.
a Need/c OSTS | or 2 external QC each day of testing.

= External \/5_ internall QC—How much? What should
It monitor? »

m How to develop regs/policies that don’t outdate &
fit all circumstances?




..J \/\/or}/ Wit mrlny,rggurer» lalb experts, surveyors,
b Jovemmemr (€S, doc
Iy @ISEUSS & plan technology & QC
rements, for the present & the future.

0 To conside evelopment of professional
standards/guidance in lieu of regulations.

m NCCLS Leadership Conference Mar. 18, 2005.
x COME JOIN US!




n CLIAWED site:
Suglistgev/clia

2 ices, brochures, regs, data,

_. office:

410-786-3531.

m Juay Yost emalr.
Jyost@cms.hhs.gov
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http://www.cms.hhs.gov/clia
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