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Pioneering Movement in Europe
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Eur J Cancer. 47:2493-511,2011.
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Rare Cancers Eurcpe (RCE) methodological
recommendations for clinical studies in rare cancers:

a European consensus m:hbnn paper
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' “Methodologlcal problems”
Ann Oncol. 26:300-6,2015.
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The walue of research collaborations and consortia in rare
CANCETS

3 ‘y M Burden and contralised treatment in Europe of rare tumours:
resulis of HARECARE net—a population-based study

.| By ey e i P by g s g v

=== “Importance of Collaboration!” e
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Lancet Oncol. 17:€62-9.2016. Lancet Oncol. 18:1022-39,2017. @
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1981
1984
1994
2004
2006
2007
2007
2012

Cancer became the leading cause of death in Japan
Comprehensive 10-year Strategy for Cancer Control
New 10-year Strategy to Overcome Cancer (New)
Comprehensive 10-year Strategy for Cancer Control (39 term)
Cancer Control Act (approved)

Cancer Control Act (implemented)

Basic Plan to Promote Cancer Control Programs

Basic Plan to Promote Cancer Control Programs (2"d term)
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The word “Rare cancers” was first described in official paper
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“Rare Cancer Center”
June, 2014. established in National Cancer Center

“The 1st International Symposium”
Rare Cancers -Seeking for Ideal Medical Care-
February, 2015.

“The Committee on Medical Care and Social
Support for Rare Cancers”

2015, Ministry of Health, Labour and Welfare
N
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- ‘ | “The Committee on Medical Care and Social Support for
S L Rare Cancers”[ BN AER - ZIEDHD S (ICEAT IR
A (2015, Ministry of Health, Labour and Welfare)

Epidemiological definition @

Less than six per 100,000 people per year
[BEE (REER) AOLOB AZEDeHIKRE]
Conceptual definition

Medical treatment presents difficulties due to
the rarity of the disease
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Rare cancers

Rare cancers

Common cancers

* Incidence rate estimated by hospital-based cancer registry in Japan (2008~11)
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Set the Boundary
Annual incidence < 6/100,000
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£&HF% Common vs. Rare Cancers

1 year Jyens Syears

Eur J Cancer. 47:2493-511,2011.

5-year relative survival

- All rare cancefs 48.5%

- All common cance
(95% CI1 63.3t0 6

Lancet Oncol. 18:1022-39,2017.
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Survival curves
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HEX

— 5 major cancers
Rare cancers

other cancers

T. Higashi “The Committee on Medical Care and Social Support

for Rare Cancers” (2015)
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M AIEERD—E R(2013) http://ganjoho.jp/public/cancer/lung/index.html
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F ity B¢ ] AR L E 2.44 1.68-3.54 P<0.001
2B A R i
F T8 26l/FELLE 0.73 0.55-0.96 P=0.027
126/ AT
BRAZEER MR B EES 3.67 1.66-8.09 P=0.001
RFE % EEE
FiTDER Lig 3.81 1.42-10.20 P=0.008
HEES VIR
F 28 26l/1FELLE 0.26 0.14-0.50 P<0.001
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Ogura K, et al. JBJS-A 95: 1684-91,2013
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[ B AEREREE DN R aBICEAT 37 > — BN
OARANSSE  REEEHRRT—F—
> EIEE 86% Q
> AP/ 3R
081 : 3558 (44%) , 3BILLE :

EEIRED) : TURSHSHEESEE (Alveolar type) |, Stage 2

JRSG/IRS A1 F31> 70— MalE
Q1. #¥lEla%kE Q1. #lEla%kE
FI AL =) Y)ER 28%, MiTEI{EFEREEIT 78%
Q2. fiTRIEIFRGHER Q2. fRINGTRRIGHER
ROUIFRTHHOTHHtET mmm) [T 15%, [LEEVIFRIZIEGEIT 85%
Q3. LNEB5E Q3. LNEB/E

RxNE ST =)  [E1T 35%, JEHETT 60%

FHRER i, HESE 88(3):5988,2014
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2010 2012 2009 2014 2001
Cohort Epidemiological Epidemiological Referred Referred Consult

N 448 1457 277 288 500

Complete 54% 56% 73% 72% 68%
concordance

_ Minor 27% 35% 16% 12% 8%
discrepancy

_ Major 19% 9% 11% 16% 24%
discrepancy

10~20% Major discrepancy

Lurkin, et al. BMC Cancer 2010
Arbiser, et al. Am J Clin Pathol 2001
Thway, et al. Sarcoma 2014

Thway, et al. Sarcoma 2009
Ray-Coquard, et al. Ann Oncol 2012

BAFRXahREHA7IL—2
(JRSG:2004-11)

JRSG study=#xmD 17552 1R50

iR ] R 2R FEGIEN (%)
FA)2RIRMS  MBRIRMS  2041(11.4%)

RMSI5+ 9%(5.1%)
FIERIRMS  RA'REIRMS 581(2.9%)

RMSIU5t 361(1.7%)
RMS (NOS) RasiBIRMS 141(0.6%)
RMSSt HIRIRMS 141(0.6%)

BliEzzOsHic P RBIPZEROMICHEE
hih-EE0 (39(22% )
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To encourage the medical development for rare cancers, the

relevant government authorities have taken several measures.

EESEE (MHLW) / )
SUZhIb -4 IR—33Y - FY NI =2 O/

RESRRREZERAUVICERKRRERA IS0 R

BN AXREFES (PMDA)
[FBADNAVDEERBFRZIEETIHDREELIRE -THTFITHLV
L¥I15 M) —-BAIYADR=NS]

“HBVDBAEHBYITSFVIIV"DER
ENBIERMOIBA (NGS, iPS, immunology)

FID AL T BERERERER (Basket trial, Umbrella trial,
N-of-1 trial, adaptive design, Bayesian methods)
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Marker Assisted Selective ThErapy in Rare cancers: Knowledge database Establishing registrY Project

¢ BPDAOHENG BN
v HHEICE DB ABEERBMNICEHL. EEEOBLNT—4R—2%
HET 2 (LURRBIZE)
— OB ADIE - FROMRNA, SR -5 THRERICER
v A R—h— (RETEE. EARRE) CE SV AREER
- SENRARSRAOSIES : EETEEER- REAR

¢ EFHROBRMAERERONEE (20175 E 11328 m)
v BXZDARERE - LS A NJERR & iabR7z EE
v RIER{PEE V—RAEAEEEDIRE
ABEEOHZFE. AEBROER




MASTER KEY 2’'O0>17b

NAAR—h— ]
CEEFRE. BERR. %) |

5 BlA-EE
BONAEES, | L0
o BOHA -

o REFRHRE i

o SKMADF VIR T

<
\ll
pN
7
—
—a
ot
Sp—

NAFT—H—IEB DR
\_ 1 Y,
NAAT-h—cBI =GR ERASM

| s omrse m\
—

NAFR—H— INAXT—h— INAAT—H— INAAT—H—
A B C o000 L

1 1 1 2TOEREDENRE
SEHIA e EHC  |eeel EHIX SEHY T—HIN—AIER

ES:ERCNE ES:ERCNE ERBER =B ¥ IR ER ER0ER




BRI TBEERRFE OSCAR trial
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A clinical trial of nivolumab (Opdivo®) in patients with unreSectable Clear cell sarcoma
and AlveolaR soft part sarcoma : OSCAR trial
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OSCAR trial —Cooperative work-
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OSCAR trial E#HIRB

00 Total Accrual
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|mprovement of medlcmes in Rare Cancers,

Let’s cooperate and tackle together !




