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#¥= 1-2 (Form 1-2 English part)

R&D Proposal

English part (Research purpose, plan and methods)

Project Promoting Clinical Trials for Development of New Drugs

(patient registry)

Research regarding the creation |(i) Investigator-initiated clinical trials except
of protocols for clinical for new dosage and administration for
trials/investigator-initiated existing medications

1 . o
clinical trials aimed at drug (i) Investigator-initiated clinical trials
development (Step 1) for new dosage and administration O

for existing medications
Research regarding the conduct | (i) Specified clinical trials
of clinical trials/investigator- (ii) Investigator-initiated clinical trials
5 initiated clinical trials aimed at [Drugs with new active ingredients]
Title of grant program drug development according to | (iii) Investigator-initiated clinical trials
already created protocols (or [Drugs with new indications etc.] O
protocol synopsis) (Step 2)
(1) Research regarding the creation of
. : protocol concept for clinical
Research aimed at practical L : . .. .
- . trials/investigator-initiated clinical trials
application of drugs using the : i .
3 ) : : using the patient registry (Step 1)

disease registration system - - —

(i1) Research regarding the conduct of clinical

trials/investigator-initiated clinical trials

using the patient registry (Step 2)

Title of proposed Study on XXX
R&D project
Name of R&D Dr: Yyyy Yyyyyy

Principal Investigator

Affiliated institution
and position of R&D

Principal Investigator

Professor, School of Medicine, XX University

R&D period (planned) [2020/04/01-20XX/03/31 (for X years)

R&D costs

FY2020: XX XXX XXX Yen
FY2021: XX XXX XXX Yen
FY20XX: XX XXX XXX Yen
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2. Research plan and research methods
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Annex 2
Synopsis of investigator-initiated clinical trials
at the planning or implementation phase
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1. Synopsis of clinical trials (Please enter all applicants)

Trial name

Target disease(s)

Test drug name

Expected indications

applied for

Main purpose OSafety OClinical POC ODose finding ClHypothetical test C1Other

Please enter only applicant of step 2 in lower space from here.

Conducting regions: (Japan only [IMultiple Regions (xx countries)
Conducting site: OSingle site CJMultiple sites (number of sites: ____ )
Randomization :EJRandomized [CONot randomized

Clinical trial design Blindness: CUnblinded OSingle blinded O0Double blinded

Design: CUncontrolled CParallel group comparative C1Cross-over CJOther
Control group: C0None CPlacebo ClComparator (name: )

First In Human: CJApplicable CINot applicable

Key inclusion/exclusion

criteria

Sample size

Recruitment period

Intervention details (study
group composition,

dosage/administration etc.)

Primary endpoint

Main secondary endpoints

2. System for conducting clinical trials

State of cooperation with LlCooperating (name of cooperating company:
pharmaceutical companies OProvision of study drug (COFor a fee OFree of charge)




LIProvision/acquisition of information on study drug safety
[IProvision of financing or work for the research by private sector companies

OOther ( )
[INone
*Those responding “none” should provide details of any plans for future cooperation
( )
OYes OONo
Are there any companies to | *If responding “yes” provide details ( )

which you are out-
licensing or planning to
out-license to?

*If responding “no” write below to what sorts of companies and what kinds of ways

do you propose to out-license drugs in the future

( )
OBiostatistics experts OProject managers

Participation of experts in OClinical pharmacology experts OIP experts

the clinical trials OMedical writers OPharmaceutical regulations experts
OClinical Research Coordinator OOther ( )

Utilization of Academic
ONo plans to use

R h

eseare OPlan to use (name of ARO: )

Organization(ARO)
OOwn facility (institution name: )

Monitoring OOther facility ARO (institution name: )
OContract Research Organization(CRO)(company name: )
COwn facility (institution name: )

Audit OOther facility ARO (institution name: )
OCRO (company name: )

Utilization of the Central ONot applicable

Institutional Review Board | OJApplicable (review board name: )

3. Other
OPre-consultation meeting completed (date of meeting: )
*Please attach a summary (in any format you like) of the details of the consultation
(it does not matter if it is in Japanese).

PMDA’s Regulatory

Science (RS) Strategy
Consultation (R&D)

O Full-scale consultation completed (consultation date: )

* Please attach a record of the full-scale consultation created by PMDA (it does not
matter if it is in Japanese).

A consultation yet to be held (reason why: )

*If a consultation is planned, specify the date.

Remarks

1) PMDA (Pharmaceuticals and Medical Devices Agency) is the regulatory authority for medicinal products in Japan.

PMDA conducts the consultation on R&D Strategy for academic researchers. Such consultations are intended to provide




advice on the design of studies needed during the period from the final stage of drug candidate selection to the proof-of-
concept (POC) trials (designed as early phase II trials) and clinical trial protocol development.



Appendix
Summary of Proposal

* Please limit this “Summary of Proposal’ form to two (2) pages.

[0 1. Research regarding the creation of protocols for clinical trials/investigator-initiated
clinical trials aimed at drug development (Step 1)
(i1) Investigator-initiated clinical trials for new dosage and administration for existing

medications

Title of grant program
[J 2. Research regarding the conduct of clinical trials/investigator-initiated clinical trials

aimed at drug development according to already created protocols (or protocol
synopsis) (Step 2)
(iii) Investigator-initiated clinical trials [Drugs with new indications etc.]

1. Project title
Study of NN

|| 2. Principal investigator ||

® Name Hanako Iryou

® Sex Female

® Researcher ID (8 digits) XXXXXXXX

® Date of birth 19XX/ XX/ XX (YYYY/MM/DD)
® Affiliation 277777 University

® Department Department of YYYYYY

® Position title Professor

® E-mail address Z27777Z@YYjp

| 3. Abstract (400 words maximum) |

Outline your research proposal, mentioning the anticipated results, in 400 words or less.
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k. Keywords (10 items maximum) |




List as many as 10 terms that most likely represent the essence of the proposed research.

I. 2. 3. 4.
5. 6. 7. 8.
9. 10.

5. Publication list (10 items maximum)
List as many as 10 peer-reviewed articles published in English in reverse chronological order (most
recent first), and specify the most relevant one(s) with an asterisk(s) (*).
Ex.) 1. o M. Marusankaku, J.Aaaa, H.Bbbbb, A.Ccccc, Treatment of Hepatic... ..., Nature, 2015, 1,10-20
2. M.Marusankaku, T.Aaaa, A.Bbbbb, T.Ccccc, Risk factors for Fungal..., Nature, 2015, 2,17-26

*2.
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10.



