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Cancer research in the Japanese medical systems

BADES - ERYAT LICBIFDDARR
Chairpersons: Ryuzo Ueda (Tumor Immunol., Aichi Med. Univ. Sch. of Med.)

Tetsuo Noda (Cancer Inst., Japanese Foundation for Cancer Res.)
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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
have suffered from many issues in a wide variety of areas, such as career
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-
vative strategies which would realize ideal medical systems truly valuable
for future cancer treatment and research in Japan. We expect to have fruitful
discussions with outstanding invited speakers and JCA members.

PD-1  Current status and problems of medical system in Japan
Morito Monden (Sakai City Med. Ctr.)
BFEOEZEDY 27 LOBR & RN
PIHH SFA (RMILRETHE)

PD-2  Recent and future issues on training of physician scientists engaged
in cancer rcscarch
Chikashi Ishioka'? ('Dept. Clin. Oncol., Tohoku Univ. Grad. Sch. Med.,
“Dept. Med. Oncol., Tohoku univ. Hosp.)

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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PD-6  Japanese contributions to logy drug develop and

g y approval d the world
Yasuhiro Fujiwara, Takahiro Nonaka (Pharmaceuticals & Med. Devices
Agency (PMDA))
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Emerging Biopharmaceutical Industry

Phase 3 Comparative Effective Research

single patient IND
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solid tumor JP: 3
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TABLE 6 Subject examination fee borne by study sponsor (based
"1 onthe PATHWAY investigator-initiated trial experience)
International Academmic Trilfor expanding the ndictions of
:‘::tneill-lat:u:gsl(enichi Nakamura® | Kan Yonemori i* | EmiNoguchi® | EStimatEd rEim-h“rsement per S“hject
:2::1 W;:i::t:w‘ Joohyuk Sohn' | Yen-Shen Lu® | Yoon-Sim Yap® | Kenji Tamura (St“dy treatment d“rﬂtiﬂn, 13 mnnths]
Hata T et al. Clin Transl Sci Japan US $0°
14:10151025, 2021 (May) Special or specified medical care coverage
DOI: 10.1111/cts.12965 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



PATHWAY > 5.5

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
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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. (Tal’u nOH y et al . B M\J Open 2022)
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;{ﬁ U.S. Department of Health and Human Services

FOA US FOOD & DRUG AtoZindex | FolowFDA | En Espanol )

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | ‘vaccines, Blood & Biologics | Animal & ‘eterinary | Cosmetics | Tobacco Products

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/ExpandedAccessCompassionateUse/default.htm



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

o TSSO U H a0 RO SN S -
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.

25
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm163982.htm
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Japan Registry of Clinical Trials
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n Clinicaltrials.gov

JRCT

Study Record Versions
Version | A B Submitted Date Changes
1 O O March 30, 2022 None (earliest Version on record)
2 O O April 6, 2022 Study Status, Contacts/Locations and Oversight
=) ® O 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 September 27, 2022  Study Design and Study Status
7 O O September 29, 2022 Contacts/Locations and Study Status
8 O 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

Comparison Format:

O Merged
® Side-by-Side

29
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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

e @ ., ¢

e&!)
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 ://re po 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

About Contact FAQ Q

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.nin.gov/funding/categorical-spending#/

AAAAA PP ¥ A iy S TR N g § VSR ¥ D SRR [ | Ry

*kk

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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