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GMDN X Z @ Product Code IZIZHRFIIFERAIN TV WL, BEETZIL 77Xy b+ 3
XFNSRH5I—REFALTHED, FEGREFICHERAIO TV S,
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FDA OH#RICET 7 - X—AITRDO LS BERMNEEN TN S,

PMA O H

Trade Name
Classification Number
Generic Name

Applicant

PMA Number

Supplement Number
Data Received
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Product Code

Advisory Committee
Supplement Type
Supplement Reason
Expedited Review Granted?
Approval Order Statement

510 (k) DBEE
Device Classification Number
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Applicant
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Product Code
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Data Received
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Decision

Classification Advisory Committee
Review Advisory Committee
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Risk Class
GMP exsempt
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FNTWS, £/ 3H® Product Code MEEN TS,
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GMDN O£ 2B L Tid. Maintenance Agency ({13 UK @ Dr. Maurice Freeman)
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iR XS aREERIRER S8 Collective Term @ Hierarchy (B§fE) DEk%E
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Y0 0IROZHAE. OBBORKE. OENERE@AREZ>TWVS, TIN5 4 HBD
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Preferred terms

Preferred terms
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11l wess vaees Preferred terms
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4.3 EU D1k

EU T, GMDN i3 Post-Marketing (Adverse Event Reporting :Vigilance Report)
MAREICIZME A U TV 558 Pre-Marketing fERATICIIER L Tz,

AT 2007 £ 12 A 18 H 5 20 H. XKE FDA/CDRH 2B LREZ{T> 72,

Dr. Brockton Hefflin, Medical officer, Office of Surveillance & Biometrics, CDRH & M@k,

BARANE. FERIFN S/ HHESR (BRI K. E#ENS GMDNWG OHigEHE
(DVX). EEENSAHNIPMS Z8E (). PMSZA205HE (J&J) D&t 4 448
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FDA &

Dr. Brockton Hefflin (Medical officer, Office of Surveillance & Biometrics, FDA)

MS. Mary W. Brady (Deputy Director, Division of Surveillance Systems, FDA)

Dr. Larry Kessler (Director, Office of Science & Engineering Lab, FDA)

Dr. Steve Pollack (Director, Division of Chemistry & Materials Science, FDA)

Mr. Charles Warr (Associate Director for Laboratories, FDA)

Dr. Ilko Ilev (Leader, Optical & Medical Nanophotonics Lab, FDA)
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