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Chemistry Updates

« Newborn Screening
e Diabetes
 Cardiovascular

« Asthma

« CLIA

o Safety
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Newborn Screening

 August — 2004 - De novo- PerkinElmer Life
and Analytical Sciences- Neogram amino
acids, free carnitine and acylcarnitines
tandem mass spectrometry kit — Class Il — 21
CFR 862.1055

e May — 2005 - De novo — In Immunology for
gene mutation detection for cystic fibrosis —
Class Il - 21 CFR 866.5900

e Jan. 2006 — another device cleared CF
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Diabetes

e QOct. 2006 — Revised the Guidance for whole
blood glucose monitors

 Alerts on OIVD web page

« PMA approvals — continuous monitoring
sensors - Medtronic Minimed - Dexcom Inc.

e Initiatives - JDRF
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Cardiovascular

 August 2003 - LP-PLAZ2 — diaDexis
PLAC™ Test

« May 2005 — Myeloperoxidase -
Prognostix CardioMPO™ Test
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Indications for use
diaDexis PLAC™ Test

The diaDexus PLAC™ test 1s an enzyme immunoassay for the quantitative

etermimation of Lp-PLAZ (lipoprotetn-assoctated phopholipase A2) m
human plasma, to be used i conjunction with clinical evaluation and patient

risk assessment as an aid i predictmg risk for coronary heart disease (CHD).
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Indications for use
Prognostix CardioMPO™ Test

The CardioMPO Reagent Kif 15 an enzyme immunoassay mtended for the
quantitative determmation of myeloperoxidase in human plasma. to be used m

conjunction with clinical history, ECG and cardiac biomarkers fo evaluate
patients presenting with chest pain that are at risk for major adverse cardiac

events, including myocardial infarction. need for revascularization, or death,
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Asthma

 De Novo — April 2003 — Aerocrine
NIOX Breath Nitric Oxide - Class |l
— 21 CFR 862.3080

e Special control guidance




CLIA

e Test categorization
 CLIA walvers - 2006

e Draft guidance on waiver
e Database
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CLIA Waivers in 2006

« AXis Shield Glycosylated Hemoglobin WB
 Branan DOA and Acon DOA

e Bayer Microalbumin Urine

* Abaxis Piccolo — chemistry tests

e Little Nell TSH WB

« ESA Biosciences Lead Care |l Blood Lead
Testing System
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Test systems are waived by:

 Regulation —42 CFR 493.15(c)
for 9 generic tests

 Clearance by FDA for home use

 Meeting the statutory criteria
with valid scientific data
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Draft CLIA Walver Guidance

« Demonstrating simple

« Demonstrating insignificant risk
of erroneous result — “failure
alerts and fail safe
mechanisms”

« Demonstrating insignificant risk
of erroneous result —
‘accuracy”
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CLIA Database

e Use link from OIVD home page
http://lwww.fda.gov/cdrh/oivd/index.
html

« Updated twice a month

e Downloadable
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http://www.fda.gov/cdrh/oivd/index.html
http://www.fda.gov/cdrh/oivd/index.html

Safety

e http://Iwww.fda.gov/cdrh/oivd/index.html

— Safety tips for Laboratorians

— Recalls — searchable database of
classified IVD

« MDR - Maude database for redacted
reports —
http://www.accessdata.fda.qov/scripts/cdr
h/cfdocs/cfIMAUDE/search.cfm

e LabNet — MedSun
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http://www.fda.gov/cdrh/oivd/index.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.cfm

Thank you!
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