2011/1/24 10 FERFREN A2 EEENRRFTERRES RIS

BEIAINMER &S EEELhH E
DIRIRICDULNT

BIITTECEAN BUAARREZYY — DASIERIBREZ VS —
DhBRERARIER « 2B IEED S - TEEER

SEEBRBA

Regulatory Science Section/CTPSD/CIS/NCC

.
EEmDBMIMERICEE T S5fm
5112 | N CRICRERREN T\ DEES

= BEDECEATES

EEL_IWSMJIL: 7\73%%) D BADERE
ERERAEBR AT ONEEICHD — Q 8EHEEDORRE

n OBZECHICABRIEZTND
BCENADICT Y ROBD, e
SRR D DA B EIEOHEOME

&3



"
E%DD@LﬁQHiﬁHLE@gén ==
D<EADRE

n XIREBDEERDINR
ERNTHRICESERSN T\ DERR

BEERSN TV DRIEE - DRICSFINSVVEFIC
XYUT, BRICERNDODIET Y AN D

m FAZHEDNESNTUNDEIR"
B®5Z2& CERTER)
s RR
BENSRRE | RIZZEDOEHES - EF
BENRRRA  E=5GNENC o

"
M-VACEEDR
n EHUEADM-VACE LIS R DIELES!

m 2003FtH, N MNER énTbVEﬁb\G)laﬁEIKT I
C:JOTL'CL\T‘

DEIFIZL) (2003F128BENZEEDINT X | ERRL)

M Vv A C
IS5V EREER X X BEbtsE
XE X X H%ﬂ%%:‘s btz
R1wW X X = IR
1F¥UX X X =Rt
EEN X X ﬁf’tﬂtgzr PREE | RZIE

X2004F1 8 BAT IEhtE. B - RERE) DOREE
73\4§J£'C%$7¥<uﬁéh%ﬁﬁﬁiﬁfdﬁﬁﬁﬁé\(aﬁﬁiﬁ Lz

&3



FF—
LNDKD D555 @Al

ZBEICRITDIEERBDEIRNC DT BEEBR
RIE#5512 S55.9.3

[REZEICHITDEZEGOEURNICDNTIE, BE
YRR UIZ3EE glat DR, BENRUAE (UF
WAERIRE ] 0D, ) Ldléc_c\ic\:én__tb\é
BUNEROLEEDERSNICEZR (BIES
%%%@23 EEDFE T UIZEZ 2|
() T
C

1

0
b

B

| ﬁﬁ‘ﬂ
D
St &

S
i

Ulcizg
U

IEFTLM%%C2‘1>+

(“)r\>+'

g \
&DT%BEH?L—R@FE? CZE)(/\_CP\ AN
d:GDT'b\aZ:)L_€T%5L_

NIBF054 &8 B29 BNSBDEEICEDE (1) B9 D]

“%

=
x -

" SN
*151%[@ %ﬁ&@ﬂlﬂlﬁﬂx%fle:a'o‘b‘éHSl}Ezb\

78 AHLKISFL (EMAHL)

nnll R S0 Wl vl Biarasy s
W BNl T

(FR1959A21BFMA)
O WMEED (WHa—F
HSEMm Y LS (429

O Rad
i F I [iEHE)

o Ikﬂs%
FAFFENE, EHAAZ T TFr, RERELY

" o0 mEahTLEME- ne

i o, B-EERRAE, WO, GRGLER. TOTEIM. MEHEY oM,
£l
D ™ I {PJ'T‘L‘. oOHE R
i (PR -Mlﬂ +§ R - i s f
Hoa—a s YHE7r ) - - hiﬂﬁ
.. O mamum
DNASKREMER

o !mmlaLtlix
PR AR -

& TR

HERIRZERIISILNEE BEBMBHSH ZAHSH H199

http://www .ssk.or.jo/sinsa/yakuzai/index.html 6

&3



n  [HROEBELENBATIIERIN HATO KETO (0 chnd
TULRWDSERRNT EEHNDD ok EoKR  FDA DR Ha
n EBESEDOHEDDBRIIKETE "
AN SRREATNVRL CRECE | O 0 2%
EONCTLINADMEELIDSL ) © X 21%
EBUCNBDIEIFDATIESMHLW) -+ () » o "
s LD (EERIEHENSBRKET -
I5) LNRREDESNR THSD = % % 46%

107EH|
DNO51 B

1RIR@AREDERFH
Medicare/Medicaid®/ N\ —&iH ¢o
ERR20FERE (BIXRXINASEYDODIBIHATE) [CLD !

BN TED AR TIE1~3EIDNEIMER
|

Off-label use of anticancer drugs

Dorninique Levéque

Lascet Oncel 20083 110007 Usie oF a drugg outside the terms of its official labelling is refierred to as off-label preseription. Many categories of use
Department of Pharmacy_ exist because labelling of anticancer agents is very precise in terms of type or subty pe of tumour, association, ligseand

Types of cancer Country  Study Duration Modeof assessment Setting  Numberof  Category of off-label / Frequency (%) ‘Reference
examined year  of study prescriptions  use investigated of off-label use

Adult All USA 1990 Questionnaire to oncologists .. 5000 Indication 32

(n=2018)

Children Paediatric tumours, UK 4weeks  Prescriptions analysis Hospital 240 Indication, dose, 133

(n=51) mainly acute leukaemia route, age

Children Paediatric tumours, France 4weeks  Prescriptions analysis Hospital . Indication, age 30

(n=57) mainly acute leukaemia

Adult (n=130) Australia 2001 1day Prescriptions analysis Hospital 47 Indication, dose 30

Adult Allexcept lungand head  France 2002 1year Prescriptions analysis Hospital ~ 6168 Type of cancer, cou 67

(n=1206) and neck of disease

Table: Extent of off-label use of anticancer agents \/

http://www.thelancet.com/journals/lanonc/article/PlIS1470-2045(08)70280-8/ 8

] Health-care Development  Levéque, Lancet Oncology 9:1102, 2008.
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- _ = FDARCREEN T
Clinical Trials Covered coversndEA
Under the Medicare Anti-Cancer Drugs
National Coverage Decision

Study # Study Title

80405 Cetuximab and/or Bevacizumab Combined With Combination Chemotherapy in Treating
Patients With Metastatic Colorectal Cancer

Bevacizumab or Cetuximab Given Together With Gemcitabine, Capecitabine, and

E2204 Radiation Therapy in Treating Patients With Pancreatic Cancer That Has Been
Completely Removed By Surgery

E4203 Bevacizumab and Oxaliplatin Combined With Irinotecan or Leucovorin and Fluorouracil in
Treating Patients With Metastatic or Recurrent Colorectal Cancer

E5202 Oxaliplatin, Leucovorin, and Fluorouracil With or Without Bevacizumab in Treating Patients
Who Have Undergone Surgery for Stage Il Colon Cancer

Chemotherapy With or Without Bevacizumab in Treating Patients With Stage Il or Stage IlI

E5204
Rectal Cancer

NSABP-R-04 Radiation Therapy and Either Capecitabine or Fluorouracil With or Without Oxaliplatin Before
Surgery in Treating Patients With Resectable Rectal Cancer

RTOG-0522 Radiation Therapy and Cisplatin With or Without Cetuximab in Treating Patients With Stage Il
or Stage IV Head and Neck Cancer

50502 Phase Ill Randomized Study of Imatinib, with or without Bevacizumab, in Patients with
Metastatic or Unresectable Gastrointestinal Stromal Tumors

7325 Combination Chemotherapy With or Without Bevacizumab in Treating Patients With

Metastatic or Locally Advanced Unresectable Colorectal Cancer or Other Solid Tumors
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