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For this analysis, biochemical control was defined as reaching and maintaining a PSA level < 0.5 ng/mL.

Cleveland Clinic Foundation, Cleveland, OH. J Clin Oncol 20:3376-3385, 2002
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Human Services

FDA U.S.Food and Drug Administration <€ &=

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FDA Home Page | CDORH Home Page | Search | A-Z Index Questions?

EDA » CDRH = Information on Releasable 510ik)s > 510({k)s Final Decisions Rendered for August 2007

510(k)s Final Decisions Rendered for August 2007

Some of the documents on this section of the CDRH Website are available only in PDF format and may not be accessible to those with
certain disabilities. If you cannot access the documents you are interested in, please use the accessibility link for assistance.

SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE)
510(K) SUMMARIES OR 510(K) STATEMENTS FOR FINAL
DECISIONS RENDERED DURING THE PERIOD 01-AUG-2007 THROUGH 31-AUG-2007

DEVICE: MHI-TMz2000 LINEAR ACCELERATOR 3Y3TEHN
MITSUBISHI HEAVY INDUSTRIES, LTD. 510(k) NO: KO07Z047 (TRADITIONAL)

ATTN: TAKASHI YAMAKAWA PHONE NO : 81 822 912146
4-6-22 KAN-ON-SHIN-MACHI SE DECISION MADE: 29-AUG-07
NISHI-KU 510(k) SUMMARY AVAILAELE FROM FDA

HIROSHIMA-SHI, JAPAN 733-8553

¢ MITSUBISHI

AV N\ HEAVY INDUSTRIES, LTD.
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