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v' Compounded preparations:
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Off-label use

o
CMS*

*CMS: Centers for Medicare and Medicaid Services



off-label use
FDA Section 401,2006 9 30

FDA

supplement IND FDA



Off-label use
FDA 2009.1.final version

FDA

Good Reprints Practices



Medicare national coverage process

* FDA

e CMS ’reasonable and necessary”
off-label use

off-label use AHFS.DI

National Comprehensive Cancer Network

(NCCN) Drugs and Biologics Compendium
DRUGDEX
Clinical Pharmacology

- “peer-reviewed”
off-label use

CMS:



peer-reviewed journal

1993 2003 2006 2009
1 American Journal of Medicine o
2 Annals of Internal Medicine o
3 Annals of Oncology
4 Annals of Surgical Oncology
o Biology of Blood and Marrow Transplantation o o
6 Blood o
/ Bone Marrow Transplantation o
8 British Journal of Cancer o
9 British Journal of Hematology o
10 | British Medical Journal o
11 | cancer o
12" | Clinical Cancer Research o
13 Drugs o
14 European Journal of Cancer o
15 Gynecologic Oncology o o
16 | International Journal of Radiation Oncology, Biology, Physics o
171 Journal of the American Medical Association o
18 | Journal of Clinical Oncology o
19 | Journal of the National Cancer Institute o
20 | Journal of the National Comprehensive Cancer Network (NCCN) o
21 | Journal of Urology
22 | Lancet o
23 | Lancet Oncology o
24 | Leukemia o
25 [ New England Journal of Medicine o
26

Radiation Oncology
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®
B
peer-reviewed journal randomized controlled trial(RCT)

C peer-reviewed journal
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