BB AHE (CTCL, cutaneous T-cell lymphomalZ 3 Eh )

Mycosis Fungoides and the Sezary Syndrome

—RE mad NCI-PDQ(01/2002} 2002AHFS

3 FDA FEHERE
ORI FIR I FFH O OtereLeLt O -
chlorambucil Leukeran tablet O re=vow o Olother usesTRR) - K
AbLFH—k AshLEt—h O - O -
BRELISAFY IF—L ZHEELISA3 - Osxoem O -
NURBZILESE ZILHS O O(other uses TR R} - -
a1 = OAREF O - - -
LF S A A4 /4K - - - at
Bexarotene{synthetic retinoic Targretin O QcroeLeLo OeroLeLt FAE
AB—JzOUFLITF AS7xOv O (interferon a L TRE) n.d. £ 324 —
interferon Alfa-n3{chEAM: Alferon-N O tintorferon &L TRE) @) - Fki2
43— IALFLIFT-2:% v 72020 A Q220 + ) linterderon ol TER) O - -
{29—7zOLFPAI7-21 AhO A QO Grtorferan oL TER) O — —
A2 —2z02H s T-n1 A—H 100 O(inturfemn yLTER) n.d. FEE O
interferon gamma-1h ACTIMMUNE O Gimerferon yELTER) - - RAEE
JLr=yvar prd V1 3t R S W MY A s O(chlorlmbur.il LOEEAE) - - -
psoralen{PUVARE R ELT) O - ? £
mechorethamine (nitroge Mustargen for injection @) - . 0O HIRIB
carmustine’ 2 15 BiCNU for injection ®) O (other usesTRR) - FAREE
denileukin diftitox (IL-2  Ontak for injection O O O e 3]
131Habeled murine Mo/ - O n.d. FA&iR *®EIE
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Bl - BRI ERkE

Osteosarcoma/ Malignant Fibrous Histiocytomna of Bone

—¥& L3 NCIPDG(10/2002) _______ 2D02AHFS FDA BEEME
o0k IPEK TUREHL O O (second line} - ABEEILT)

AHRATPER EHAARTAF O O - O
AILZFT FILrSe, -_— O(omar uses T) - -

ARkl — AU FE— O (high dose) O tother uses T) O thigh dose with LV rescue) £\ (BIEELT MTX 100-300r
MR £ ILE L (FRYF FRYF O OusxvaER) O O
ThRUK RFUE, SATYH O - - -
DARTSF TVISF, S O O {othor usasT) - O
ALKRTSF H"ST5F O - - -
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N ]

Adult Soft Tissue Sarcoma
Bz Baz NCI-PDQ(03/2002) 2002AHFS FDA WEHRE
AHRAIFEK ESAARTAE © (2218t O - (Bl TES)
FhiL S HANS @ QO (other uses) - -
Abrbl Y —i AL —t O - - {(MTX+LvTREHED O Gl —b ) —rk
BARE/LILE FALE @) - - -
ARESYILE L (PRYFT FRUFL L © Owxo) o -
ARFZT Jyswiy O(GIST) O(Mher uses) - -
Doxorubicin liposome DOXIL O - - F K2
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aA—A4 %
Ewing's Family of Tumors(including primitive nearcectodermal tumors (PNET or peripheral neuroepitelioma))

—RE MaE NCI-PDQ(10/2002) 2002AHFS FDA BEEHRE
250k 7EF IRFSL © (VAC/IE) O - ARERELT
ARAIPIF EHBAORRAK © (VAC/IE) O - ARARALLT
ERE VAT ey @ (VAC/IE) O (other usesT) - A(PREGELT)
ARFXIREL A (PFITR FEYPL © (VAC/IE) O {ather usesT) A\ (soft tissue and bone sarse ApREsLT
FPOF/IAD QAR (BRAZNZUZ--LORR) (BERFERZVEQLER) O -
IhRUE RIVE, SAF Yk © (VAC/IE) O (othor usasT) - -
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FhEE 35 MR

Neuroblastoma
— 8 B&A NCI-PDQ (07/2002) 2002AHFS FDA HEHNE
LHOkRTFIR I RFH (@) [S) O e
AHRRZPEF ERRAARTAR O - - -
ANIFS PSSy O sunma) - - O
WRE D DIRF Frary O @ O O
HBEFINEL L (FFYT FEUFLL O O»sxerr O =
ThHEUK ARFUR SRF v O O = -
tenipoisde VUMON O - — &2
1) 7hy H TR, bRT — — — -
158 /37> (topotecan) NAHLF O(E”ﬁ) - - -
SRISFL TNISFL, s O 0 - o
ANRTSF K$SFSF O O - -
13-cis-retinoic acid (isotretin  Accutane (Roche) QO coa high risk) - - k2
anti-G(D2) MoAb MSKKCGC @) n.d. kiR FARER
1311-MIBG (metaiodobenzu Giannina Gaslini Children’ O n.d. FA&2 FAREZ
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Childheod Rhabdomyoesarcoma

— 8% s NCI-PDR(08/2002) 12002AHFS FDA HEHRE
SOOI PEE ToRFY © O - O
AHRATPIE EMRAKRTAE O O - -

R IURF Facy © O O O
FUFI/RAD ARF @] O O -
b of 3 L7 RIVE, SATFYh O O(other uses) - -
HEr) S THh, ho T kT A (under clin evaluation) - - -
B/ FTh INAALF A\ (under clin evaluation) - - -
AtISFL R"FSFY O - - -

AHFS, AMERICAN SOCIETY OF HEALTH-SYSTEM PHRMACISTS DRUG INFORMATION
EIsAta—p Rl BE R 2002/11/6



DAIVLAEG-/NREES

Wilm's Tumor and Other Childhood Kidney Tumors

oA N B AR
—8E S NCI-PDQ (09/2002) 2002AHFS FDA BEHRE
Parishows 35 TS, @i:‘l”'(ﬁﬁ) Of.othar uses) - -
AHAIPEF ERAARIAE O msm - - -
BBELTIRF Fary @ O O O
BB VILES L (PRYFY FHEYFL © - O -
PRFIT4L D QZANY @) O Q O
ThttK RFUE, SRAFUE © O - -
ALETSF L R5F35 O @Eam) O - -
Clear Cell Sarcoma of the Kidney .
—B2 BnaEa NCI-PDQ (08/2002) 2002AHFS FDA FEHMRE
ORI PER s oV 8 A (HERYT) - - -
AHRRIFIH ESRAARTAE O - - -
REE AT *Foary @ - - -
BER YN S (FPRYT T FEUPLL © - - -
FOFIRAL D QA AL © - - -
IhHRK ARFLUE, SAFYR Fa(-(:5 =0 L) - - -
Rhabdoid Tumor of the Kidney
— & ARS NCI-PDQ{09,2002) 2002AHFS FDA FEHmE
ORI FIN IR A (EERHER) - - -
AHRAITFIK ARBEARTAF O - - -
IhHLE RFVE, SAF vk O - - -
1/ Thy HoFb, biFios, O - - -
LATSFL TUTSFL Sy O - - -
hHRTSFL "5F5FL A (EERAD) - - -
Neuroepithelial Tumor of the Kidney
—RE T NCI-PDG(09/2002) 2002AHFS FDA LES Y

Ewing's /PNET protocol (Am J Surg Pathol 25: 133-146, 2001)

AHFS, AMERICAN SOCIETY OF HEALTH-SYSTEM PHRMACISTS DRUG INFORMATION

BUMAEL =P RBE WA tERR 2002/11/8



1% B9 1 BE MR R

Extragonadal Germ Cell Tumors
seminoma & non-seminoma (embryonal carcinoma, malignant teratome, endodermal sinus tumor, chortocarcinoma, mixed germ cell tumor)
—BE R& 5 NCI-PDQ (07/2002) 2002AHFS FDA FEyms

AKRTFPIF ERARIAE O (vIP) - - -
WBMELTSAF, 9¥—I ERRAELITAF O (salvage) O (other uses TRR) - -
iV o & 8907 iV o1 iV © (BEP) O (other uses TRRM) - -
b ) 37 RILE, SRTF vk @ (BEP, VIP) O - -
DATFFL TUFSFL. Y © (BEP, VIP) O - -
RIS F, NSTSF - - - -
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. BN - B THRER

158

. [EATHEEE - [HAKRAR

B8 (FIHERREIVAE- 7V v P 72857 4 - 52 BKRR (Late

PII2 #))

2 AN TR T o RAOBB EEBEIROT — ¥ OHRTEBIXT
TR\ 2
Ethnic difference OREIEE, BN OER TO+5 BB 820 LEE

. E5 - BNTEAR - #iSh

A ESATHGRT—5F (4)
EN T bR E L THM (Off label use T b REREFEIL2VY)

B. BN CA+LG2T—#
E N CHEENTRE LS UTER (Offlabel use THRREEIT2W)
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UNITED STATES PHARMACOPEIA
Application for Submitting an Oncofogic Off-label Use
for Inclusion in the USP DI

Cue o the volume of cneolegic of-label use submissions received:. only one request per manufacturer will be
accepted at a time, Once a submissicn is reviewed and the consensus of the USP Expert Coinmitiees is piaces ¢n

the USP website {wiww usSp o7

;. anomer submission may be made

REQUESTOR INFORMATION

NAME OF REQUESTOR/QRGANIZATION

DATE OF SUBMISSION

TELEPHONE NUMBER iIncluce area code; FAX NUMBER iInclude area code) E-MAIL ADDRESS

ADDRESS iNumbe+_ Stregl Cry. State, and Zip Codel

DRUG INFORMATION

NAME:S: OF DRUG (Generic and Trage!

MANUFACTURER {5}

OFF-LABEL USE INFORMATION

PROPOSED OFF-LABEL INDICATION (Coverad oy this submission)

PROPOSED OFF-LABEL DOSE

DOSAGE FORMIS?

STRENGTH(S;

ROUTE( 81 OF ADMINISTRATION

LABELED INDICATIONIS]

2



———— —
SEEKING FOOD AND DRUG ADMINISTRATION (FDAI APPROVAL FOR THIS OFF-LABEL INDICATION AND/OR DQSE?
) Yes d No

PURPQOSE FOR SUBMITTING THIS OFF-LABEL USE TO fHE USP

NUMBER AND TYPES (e.g.. double-blind randomized controlled trials) OF DOCUMENTATION
SUPPORTING THIS OFF-LABEL USE

COPIES OF DOCUMENTATION INCLUDED WITH APPLICATION? d ves 2 No
EVIDENCE LEVEL CRITERIA TO CONSIDER OFF-LABEL USE (IN ORDER OF WEIGHT CARRIED) (Checx a!l that are ret:

1 Randomized nal{s) documenting a statistically sgnificant/clear advanlage regarding responsea rate. overal
survival (0S8}, tme to disease progression (TDP), 1-year survivat. performance staius (PS). toxizilies, andfor

guality of life {QOL) greater Inan er equal ta the current treatment standarg, 2 value < 0,05

2. Muli-insttutional. Phase 1) trialis). sigrficant sampla size, documented significant advantage/berefi,
regarding responsa rate (tlumor markars where apgroprate), cinical benefil responsg tas risted « he Journa
of the National Cancer Institute [JNCI]}, OS, TDP, 1-year survival, PS. toxicibes, and/or QOL greater than or
equal 1o tha current Ireatment slandard

3. Singleanstilution, Phase N tnai(s), useful if the sludy was validatea. substantial number of caterts.
outstanding clinical center/investigalor, documented significant advaniage/beneft regarding respanse rate
(tumor markers where appropriate). ¢linical banefit response tas listed in JNCH. 05, TDP. 1-year survival, PS
oxicities. and/or QOL greater than or equal to the gurrent reatment standard

4, For evidence using an off-label agent (drug “T") n combmnation tharapy regimens. comparative cata are
required

A. Stendard therapy (AB) vs, standard + off-label agent (ABT). Needs comparative cata wilk: AB
sufficient body of evidence and adequate (statisticaliy jusiified) sample size pest if the study has a
randomized design. betar and/or less toxic than AB_significant agvantage over AB

B. Standarg combination therspy (ABC) vs. ABT. Documental:on that sudstiutng T lor Cois
reasonable. comparative respense rate (RR) and side effect profile. sufficien: body of evidence and
adaquate sample size

THE FOLLOWING CRITERIA MAY BE USED IN SPECIAL CIRCUMSTANCES

5__ Phase | ifial{s) with responge data, used 8s supporive data—it cannot s:anc alone

6 Other—If there 15 a clear__unmet need the USP Expert Commitiee will review and consider

7 Animal and ¢ell ling studies cannot be used

OISCLAIMER STATEMENT

The United States Pharmacopeial Canvention Inc. has requested this informalion from the manufacturer for
scientific evaluation and possible publication.

I"We understand that the finalized off-label use. categorized as recommended by USP Expert Committees.
will appear in the USP DI and cannot be withheld. in cases where an unfavorable consensus is reached,
the off-label use may be reviewed again when more data become available.




P —— ——————
SIGNATURE PRINTED OR TYPED NAME AND TIEFLE DATE

Send completed application to:

United States Pharmacopeia
Oft-Label Submissions
Intormation Programs

12601 Twinbrook Parkway
Rockville, MD 20852

Or fax to: (301) 816-8517

FOR UsSp LY

DATE RECEIVED DATE EVALUATED

EXPERT COMMITTEE DECISION DATE OF CONSENSUS




