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The pandemic of COVID-19 is terribly hitting the world since the end of
2019 and we are right in the middle of it now. Japanese medical systems

({1 H & — — < have suffered from many issugs in a wide Ivariety of areas, §uch as career
] y development, research promotion and medical care system itself. Medical
- systems for cancer treatment and research are no exception. In a face of new

medical systems coming after this corona era, it is our task to propose inno-

S ™ w 14/ vative strategies which would realize ideal medical systems truly valuable
\ for future cancer treatment and research in Japan. We expect to have fruitful
jb discussions with outstanding invited speakers and JCA members.

PD-1  Current status and problems of medical system in Japan

‘ — T @ ﬁﬁ w j l ) _ES b‘~ ﬂm ﬁ Morito Monden (Sakai City Med. Ctr.)
J BEOEFEDY X7 LOBRIK & REER
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PD-2  Recent and future issues on training of physician scientists engaged
in cancer fcscﬂrcl\
Chikashi Ishioka'? ('Dept. Clin. Oncol., Tohoku Univ. Grad. Sch. Med.,
Dept. Med. Oncol., Tohoku univ. Hosp.)
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PD-6 Japanese contributions to oncology drug development and e
regulatory approval around the world
Yasuhiro Fujiwara, Takahiro Nonaka (Pharmaceuticals & Med. Devices
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PD-6  Japanese contributions to oncology drug development and
regulatory approval around the world
Yasuhiro Fujiwara, Takahiro Nonaka (Pharmaceuticals & Med. Devices
Agency (PMDA))
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cancer JP: 8
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Regulatory and operational challenges in conducting Asian
International Academic Trial for expanding the indications of
cancer drugs

Tomomi Hata' | Kenichi Nakamura® | Kan Yonemori® | Emi Noguchi® |

Makiko Watanabe' | .Icmh‘}ukﬁnhn4 | Yen-Shen Lu® | Yoon-Sim \"alp6 | KcujiTl.lmum7

Yasuhiro Fuj iwara®®

TABLE 6 Subject examination fee borne by study sponsor (based
on the PATHWAY investigator-initiated trial experience)

Estimated reimbursement per subject

Hata T et al. Clin Transl Sci
14:1015-1025, 2021 (May)

DOI: 10.1111/cts.12965

(Study treatment duration, 13 months)

Japan US $0°
Special or specified medical care coverage
South Korea US $5500-15.000
Taiwan US $10.000-12,000
Singapore US $10.000-14.000

“Partial expenses such as infectious disease test, pregnancy test, image copying

fee, etc. are borne by each hospital.
16



PATHWAYBERCOMRERB SICLIFH 5.55R)

NCT03423199
country # of patient Per pst cost
KR 79,110,249 31 2,551,944
JP 85,569,540 118 /25,166
TW 96,148,637 24 4,006,193
SG 31,829,223 11 2,893,566
total 292,657,648 184

17
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Figure 2 Semiannual trends in the number of registered clinical trials from April 2018 to September 2020. The clinical trials are

categorised according to their registration dates from 1 April 2018 to 30 September 2020. jRCT, Japan Registry of Clinical Trials;

UMIM-CTR, University Hospital Medical Information Network Clinical Trials Registry.
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News & Events

Home » Mews & Events » Public Health Focus » Expanded Access (Compassionate Use)

Expanded Access (Compassionate Use)

Expanded Access to Investigational Drugs and Biologics

Resources for Yo

- FDAForm 2929  expanded access, lists requirements for expanded access submissions, and describes safeguards that will protect

:itf;tEl':rrl patients and preserve the ability to develop meaningful data about the use of the investigational product
vEshgauonal I

Application(PDH , : ’ ; g " .
form functionzl|  Under FDA's current regulations for investigational drugs and biologics. there are three categories of expanded
35826 link and cli access:
As... to save to
and then open {
2. 1MB)

« Expanded access for individual patients. including for emergency use:

« Expanded access for intermediate-size patient populations; and

« Expanded access for widespread use.

This web page primarily addresses single patient expanded access INDs

Also, see FDA's final Guidance for Industry: Expanded Access to Investigational Drugs for Treatment Use —
Questions & Answers

when appropnate, through expanded access.

24
http://www.fda.gov/NewsEvents/PublicHealthFocus/Expanded AccessCompassionateUse/default.ntm



FDA Single Patient IND

Physician Request for a Single Patient IND for
Compassionate or Emergency Use

When a physician would like to request an Investigational New Drug (IND) application to use an unapproved
drug or other product for a single patient, the first step is to obtain permission from the manufacturer. Without
the consent of the manufacturer, the unapproved product will not be available to the patient. After the
manufacturer agrees to provide the product, the recommended procedure is to submit the following information
to the appropriate review division. The request may be made by fascimile with a letter to follow.

1. Request for a single patient IND for Compassionate or Emergency Use should be stated at the top

nf the rarrecnnndences

BRICHELZDIL., KRB TIE L.
E(IZh

manufacturer for such a statement.

5. Informed Consent Statement that states that informed consent and approval of an appropriate
Institutional Review Board (IRB) will be obtained prior to initiating treatment. There are some IRBs that
have specific procedures for approving emergency requests.

6. Investigator Qualification Statement that specifies the training, experience, and licensure of the
treating physician. The first two pages of a Curriculum Vitae typically contain this information and are
usually sufficient.

7. FDA Form 1571 completed with the treating physician listed as the sponsor. Form 1571 and other
forms can be downloaded from the Internet.

8. Contact telephone number and facsimile number. If the request is approved, an IND number
will be issued by the FDA and the treating physician will be contacted by phone or fax with a letter to
follow. The IND is considered active upon issuance of the number. The IND sponsor (treating physician)
will then contact the drug supplier and provide the IND number. The supplier may then ship the drug

directly to the treating physician.

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsand Tobacco/CDER/ucm163982.htm
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Study Record Versions
Version | A B Submitted Date Changes
1 O O March 30, 2022 None (earliest Version on record)
2 O April 6, 2022 Study Status, Contacts/Locations and Oversight
=) ® '® August 10, 2022 Recruitment Status, Study Status and Contacts/Locations
4 O ® August 23, 2022 Outcome Measures, Study Identification, Eligibility and Study Status
5 O O September 6, 2022 Study Status and Contacts/Locations
6 O O Seplember 27, 2022  Study Design and Study Status
7 O e September 29, 2022 Contacts/Locations and Study Status
8 0 O October 6, 2022 Study Status and Contacts/Locations
9 O O November 1, 2022 Study Status and Contacts/Locations
10 O O November 14, 2022 Contacts/Locations and Study Status

O Merged
Compare Comparison Format: _ . _
@® Side-by-Side
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%% ! 5'& E|NIH RePORT (Research Portfolio Online Reporting Tools)

Research  Organizations =~ Workforce  Funding  Reports  Links and Data About Contact FAQ Q

QD) e
Research Portfolio Online Reporting Tools
RePORTER RePORTER Quick Search... Search

The RePORT Expenditures and Results (RePORTER) module allows users to search a repository of NIH-funded research
projects and access publications and patents resulting from NIH funding. Enter just about anything in the RePORTER Quick
Search box above (text, Pl names, project numbers, fiscal year, agency) or launch the Advanced Search to precisely configure
searches using separate search fields.

RePORTER Home Advanced Search

°c @ o

RePORTER Matchmaker Awards by Location Categorical Spending NIH Data Book

Welcome to
: s g Spotlight

Research Portfolio Online Reporting Tools POMIQ
NIH COVID-19 Research

(RePORT) i | |

xplore NIH’s comprehensive summary of ongoing

COVID-19 research, including funding, clinical trials,

In addition to carrying out its scientific mission, the NIH exemplifies and promotes the highest level of public and more.

accountability. To that end, the Research Portfolio Online Reporting Tools provides access to reports, data,

and analyses of NIH research activities, including information on NIH expenditures and the results of NIH Preview a modernized RePORTER, which offers faster

supported research. searches and mobile-friendly interface.

https ://repo rt. n i h ) gov/# Subscribe to the NIH RePORT ListServ to stay up to

date on changes to these sites. v



RePORT
Research Portfolio Online Reporting Tools

Research Organizations Workforce Funding Reports Links and Data
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Estimates of Funding for Various Research, Condition, and Disease Categories

(RCDC)

Table Published: March 31, 2023

The table below displays the annual support level for various research, condition, and disease categories based on grants, contracts, and other
funding mechanisms used across the National Institutes of Health (NIH), as well as disease burden data published by the National Center for Health

Statistics (NCHS) at the Centers for Disease Control & Prevention (CDC).

At the request of Congress, the NIH embarked on a process to provide better consist
This new process, implemented in 2008 through the Research, Condition, and Diseas
mining (categorizing and clustering using words and multiword phrases) in conjunct
categories. RCDC use of data mining improves consistency and eliminates the wide-
definitions are a list of terms and concepts selected by NIH scientific experts to defir
the NIH's best estimates based on the category definitions. These definitions include
biomedical, health services, behavioral, and social research.

In 2016, the NIH added mortality and prevalence data from two sources of consisten
NCHS/CDC. These data are reported alongside the budgeting categories to provide t
understanding the NIH research portfolio and its relationship to public health needs.
burdens is by examining patterns in the larger context of multiple methods and meas

Aanh AicAanna Ar AannAditian Clirthar dacarintinne Af thana AdicAaann atatiatina ~Aan ha fAr

https://report.nih.gov/funding/categorical-spending#/
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Total Number of Research/Disease Areas: 315

Clinical Trials and Supportive Activities
-O- Actual -~ Actual With ARRA

$8B

Estimated

$6B
$4B

$2B

0. ‘ T . T :
2008 2010 2012 2014 2016 2018 2020 2022 2024

Export & 2]
A
IR 2021 - 2020 US Prevalence SE [ENEEESS

Select a category from the table below to see the trend

Filter Research/Disease Areas ‘



Select a category from the table below to see the trend o

Filter Research/Disease Ar¢ m Export X, 9 SN 2015 - 2020 US Prevalence SE [JEEEEESS

Research/Disease Areas 2020 US 2020 US
e 2015 . 2016 . 2017 . 2018 . 2019 . 2020 , 2021 2022 2023 2024 ;
(Dollars in millions and . . Mortality Prevalence
Estimated Estimated "9 o
rounded) = SE-*=
Acquired Cognitive Impairment $§798 81,132 81,560 $1,978 $2,423 $2,897 $3,259 §3,513 $3,642 $3,663 - -
Acute Respiratory Distress
$108 8103 $107 8123 8126 8158  $148 8140 $145 $146 51,184 -
Syndrome
Ad0|escent Sexual ACTW”Y $85 $91 Sgg g © D | Q NH grant.fﬂﬁﬁ V X | » Ir;formation For Media andthelF X [ RePORT . x | + —
< C M 3 https://report.nih.gov/funding/categorical-spending#/ A a @ % v @ «¥ 2

Agent Orange & Dioxin $9 $9 811 s E

Cancer

. ¥, 2, » L} ! . .
Aging £2608 $3]50 3572 40 -~ Actual <)~ Actual With ARRA Estimated
Alcoholism, Alcohol Use and
] $473 $486  $500 S5 $98B

Health +
Allergic Rhinitis (Hay Fever) $5 s7 S6 | $68B
ALS $49 $52 878 St 2022

$3B ® Actual: $7.6B
Alzheimer's Disease §589 $§929 81,361 $1,7
Alzheimer's Disease including
Alzheimer's Disease Related $631 $986 S$1,423 $1,9 0, . . x : I [ . . .
Dementias (AD/ADRD) 2 2008 2010 2012 2014 2016 2018 2020 2022 2024
Alzhaimar'e Nicasca Dalatad

Select a category from the table below to see the trend A

+ OB O ¢ o [o«x
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1. W RELI-EREHE
- Lancet Oncology («1>/¢#r2744—(IF), 33.752)
- Journal of Clinical Oncology (IF, 32.956)

2. WMREL-FERAEBRBRDIRERX
201851 H B H 5202049 A "?‘ BE SN/
- clinical trials.gov MDY A FT. "interventional” T&H 5,

. Eum

ARBROREATAO—T7 VT ROBHETRXIEIETD S,

TRERFZE (&7 / LT, PRERRFRIERLGE) 1XERS,

- EHERBH 9T (clinical trials.gov T observational”) .

:I’_|_\ I\Jl ;—E(j:l}%(o

R DERKEER DS BT HER<,
AZT T RFFRS
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Lancet OncologyiCi&#Xnic
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B ERER K EX OV RIEFS
PubMed.gov T “clinical trial’ &3 —"1—RCIRRER
RESULTS Japan Ry A China Korea
O-_lll llI O-ll
2005 2020 2008 2020 2008 2070

France

O--_...II I

2005

Germany

2020

n= 253
O-IIIIII

2005

n=115

il ..||||||II|II

2020

n=240
O-_-II.II

2005

2020 2005

2020
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RIIBBOPRERIEEAOESFE Lancet Oncology

20184F 18- 202059H

2020 95E% T s .
Z Dt {iigj;‘éﬁ‘éﬁ;:% i [RESH N 331
AR ERIE R n=70 = =
*HIHEI solRRERFERAN 252
RE 40%
BE
FRE
o 2019
e = 25 7 Z Dt FERX n=122
> B PR 5 BR 5 SR 3L n=88
A eS|
#E xE 3279
E
6% gk
F—X
2018
_ - A2Y 7i~ ) 77V Original articles n=120
Fﬁﬁﬁgigigg%b\ i ﬁ@ 2 Clinical trial articles n=94
TV BEFRRERSR Z Oft USA 32%
2020 12/70 (17%)
2019 14/88 (16%) 1% Japan

China
Netherlands ~ Germany 38



7 g A RO M RIMIE7T Lancet Oncology

Bi5 2020 N=70 1770 BAGRER RN EE I
3170 BADAHHE |
A (P) BADLNKIARE (AMED 2; IMA (MHLW) 1)

% (C)

2019 n=88 10/88 HADHELEHILEEIH
0/88 HADOLAHMHEE

C+PR&

A A ADHEED 2018 n=94
WRENH T

2020 E{EFE®H C2; P3
H#HzEE C8: PO

6/94 BADREREHIEEHUL
2019 HiE&E#& C5; PO .
i%% C9 PO 0/94 BERDLRHIHARE

2018 HIEFE®H C1; PO
HEE  C14:PO
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Journal of Clinical Oncology ICi§EkXnl=
B#FICPrEiEREROD I IBEDNEFND

ERPRABRER K EXOVE RIS
PubMed.gov.C “clinical trial’ %X—"1—RCIRE
Japan TR China Korea
2, | | Reset 0ok || Reset Reset
n=127 I ||I n- ‘ n=104 ||
C|)|II|I| || (ID C!)ulllll I (5 O -_ IIIIIIII
2005 2020 2005 2020 2020
TS France UK Germany
Reset Reset Reset Reset
n=3417 n= 354 n= 339 | | Il‘ II n=13217
i
zoc 2020 2020 zoo: zozo >o )5 2020
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j:%*fa' B{IFEZEEOPIEIEEOESFE Journal of Clinical Oncology

Z ot 200 AR 20184F 1R - 20204 9A
:& B PR L BRFE REM L n=111 [EERHE 674
e " 5> b BRPREABRFE Rm L 375
75V KE  59%
a1
mE Z Oft 2019
7% B&E 29 BERX n=241
54 [ PREVBRIG SR 3 n=132
R [E]
777R
KE 58%
i
kA wmE T 0t 2018
= = 3% B REBX =257
EHOHRIC HF 4 ERPRERERIE R n=132
FIBtE D BEDEED kA

EENTVLBEEKRARS

A1 2Y7
2020 17/111 (15%) t—xraur/
RE

2019 11/132 (8%)
2018 12/132 (9%) T S5y a1

XKE
49%




IREE. ERAROMZEERIMBT Journal of Clinical Oncology

A%

C+PR&

71111 HFROHELEHEEHE
2020 n=111 5111 BAEDLHIFHAREE (AMED 3)

= S(0)

8/132 BADHZELEHN EEHH

2020 EEESE
HEH

C3;
C9;

FiEHEAL» B AR DHRED
HRENHT

P5
PO

2019 HEESE
HEH

CO0;
C7:

P3
P1

2018 HEESE
HEH

C1;
CS8;

P2
PO

4/132 BEDRELEHLEEHH
1/132 HEDRHIHRE (AMED 1)

2019 n=132 2/132 BERDLRHIHFEE (AMED 1)

2018 n=132
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E*E - “BEBKAR‘ORENDE: "ERIKSER" DIRHFZIE/
v BERLEEREAEREEUK TILE L "clinical trials”DAT3Y) , EfEARIZELTIE
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|MET 2019F7H18H WETh BHFEESR)
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HHEHL-BRORVLVHRERA
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IIIIIIII

EIREERZEEAHEL- IREDRHEDIFED A 1lphase 2L EDZERLT O
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- EYMHENTHTS7ORTHRICERTESAEHEADEE
vV EPHHREETETSEFITH LT, KREBERBEDATAHILRAZY I TIFGCKRE
EFZRMEEDOHEEEL TDcareer development planZF B X 5L 1T RS

- EERIFHROFIFRDOPYEDIREAHNERE
v MID-NET#IZLOHETHAEFHILT T—ADFERTODIIMOKEL XN
TlIX. EFHITICTRER | IRETHEETHEET 2056, LEMFIHL
DT ULVRED T —2EBAT,. FRZNTTIEE |LTHASETWSEHRA
N’Hd, EREROERTODIFERDE=-OHIZIE AGEZFTDITEMI TAFEE
MFFIZTAAYR—F1955ELT, AN IR TEEIN-T—2H 8RS
NAHTHEADBHE,
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Site FeeO)MER

AR - BFM(#EA)

item/country Japan Korea Taiwan Singapore

Investigator Fee ¥85.569.540 ¥14,093.592 ¥20.861.902 ¥6.321.187
Examination Fee ¥0 ¥49.889.4417 ¥32.8117.309 ¥1.0917.682
Patient Fee ¥0 ¥4.257.190 ¥964.076 ¥21.005617
Pharmacy Fee ¥0 ¥1392.909 ¥1.677431 ¥1.415,057
Other ¥0 ¥8232.641 ¥31.109.110 ¥1.989.679
Overhead ¥0 ¥1.244470 ¥8718.809 ¥0
Total ¥85569.540 ¥79.110.249 ¥96.148.631 ¥31829.223
SREe% 118 31 24 11
EFIABCHORRR | y975 166 ¥2551944 ¥4,006.193 ¥2.893.566
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Search Q

HOME | ABOUT RePORT | FAQs | GLOSSARY | CONTACT US

HOME > Funding > NIH Awards By Location

C@ NIH Awards by Location & Organization

, Explore year-by-year NIH fundin— "~
Fiscal Year : | 2023 v |
Institute/Center : |All

Funding Mechanism :

All

A
N CURRENT

CESATIEINGS SN ARG B R e, NN S B . o

These data do not include projects funded by the American Recovery and Reinvestment Act of 2009. For a list of those projects, please visit https://report.nih.gov/recovery.

thie mawu diffar fram cirrant infarmation dienlavad an RaDARTER | Inan cnmnlatinn of anch fienal

For consistency in reporting on past fiscal years, this site uses frozen information for past £

year, research and development contract records are integrated with frozen grantrecords @ [ | Q  NIH grant - 5% X | ) RePORT ) RePORTER X | [& NIH Awards by Locationand Orc X [ NIH Awards by Location and Orc X

C ® e ot

These data do not include projects funded by the American Recovery and Reinvestment Act of 2009. For a list of those projects, please visit https:/report.nih.gov/recovery.

+ -

@ » 0

)  https//report.nih.gov/award/index.cfm?ot=8&fy=2023&state=&lic=8&fm=8orgid=5079202&distr=8&rf... A  ab N 4

@ Show All O Group By System/Main CampusBETA

Organization
MASSACHUSETTS GENERAL HOSPITAL

City
BOSTC

For consistency in reporting on past fiscal years, this site uses frozen information for past fiscal years, and this may differ from current information displayed on RePORTER. Upon completion of each fiscal
year, research and development contract records are integrated with frozen grant records and posted in December. Institutions may review their grant records and request updates.

FOA:
Format: RFA-IC-09-003 or - BETA '-"!'ﬂ'ﬂ'ﬂ
MASSACHUSETTS GENERAL HOSPITAL awards summz © snow Al O Group By System/ain Campus! =
Organization City State Country Awards Funding
SLOAN-KETTERING INST CAN RESEARCH NEW YORK NY UNITED STATES 186 $109,187,103
I Funding Mechanism v Dollar Amount Awards
Other $46,315,888 3 SLOAN-KETTERING INST CAN RESEARCH awards summary for Fiscal Year 2023
|| o o Other Research-Related $34,492,438 130
Research Centers $17.439,507 13 Funding Mechanism DRERTEE  ATES
Other Research-Related $7,641,846 25
RPGs - Non SBIR/STTR $242,837,450 415
» - Research Centers $13,733,523 1
gaininggindividual TSN 7 RPGs - Non SBIR/STTR $87,687,768 157
Training - Institutional $1,174,714 3 Training - Individual $123,966 3
Total $342,723,106 571 Total $109,187,103 186

About RePORT | FAQ | Glossary | Contact Us | Site Map | Data Access Pr

B w o

About RePORT | FAQ | Glossary | Contact Us | Site Map | Data Access Policy | Accessibility Statement | Privacy Statement | Disclaimer | FOIA | Help Downloading Files

Download Readers:

. . . Office of Extramural Research | National Institutes Of Health | U.S. Department of Health and Human Services | USA.Cov - Government Made Easy | Grants.Gov
Office of Extramural Research | National Institutes Of Health | U.S. [
Page Last Updated on December 12, 2019
Page Las
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Quick Search NIH RePORTER

Search RePORTER Search | : out the nature and behavior of

Enter just about anything in the RePORTER Quick Search box above (text, Pl names, project numbers, fiscal year, - amietione thatknanledge to

agency) or launch the Advanced Search to precisely configure searches using separate search fields. le“g““n life, and reduce illness and

Advanced Search | Guided Tour ] Feedback

e

Active Funding by State Active Projects by Institute/Center
Select a state to view projects Select a bar to view projects for an Institute/Center
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