

　　　

(Form 1)
R&D Proposal
FY2020 Research Program on the Challenges of Global Health Issues
International Joint Clinical Study for Promoting Overseas Utilization of Drugs, Medical Devices, and Medical Technologies in Order to Improve Health and Medical Services in Low- and Middle-Income Countries

	Title of proposed R&D project 
	Study on XXX

	Title of grant program
	

	R&D period
	YYYY/MM/DD - YYYY/MM/DD (4 years)

	
	

	
	

	e-Rad research field (main) keywords
	XXX, XXX (*Enter the e-Rad research field (main) keyword)

	Name of R&D Principal Investigator 
	XXXX　　　　　 Yyyy Yyyyyy

	Affiliated institution
	XXXX University 

	Address
	〒XXX-XXXX

	Tel
	XX-XXXX-XXXX
	FAX
	XX-XXXX-XXXX

	E-mail
	YYY@YY.jp

	Department
	XXX Department, Faculty of XXX

	Position
	XXX

	Person in charge of accounting work
	XX
	Accounting department name, contact information etc.
	XX Section, Administration Department, XXXXUniversity  
TEL:       FAX:
E-mail:

	Name of R&D Co-Investigator*
	XXXX              Yyyy Yyyyyy

	Affiliated institution
	XXUniversity

	Address
	〒XXX-XXXX

	Tel
	XX-XXXX-XXXX
	Fax
	XX-XXXX-XXXX

	E-mail
	YYY@YY.jp

	Department
	XXX Department, Faculty of XXX

	Position
	XXX

	Person in charge of accounting work
	XXXXX
	Accounting department name, contact information etc.
	XX Section, Administration Department, XXXXUniversity  
TEL:          FAX:
E-mail address:


· You are requested to detail all of the R&D Co-Investigators. In addition, add rows as needed in accordance with the number of R&D Co-Investigators, etc.

Note: Please delete the examples and explanation (the parts in blue italics) before submission.
Breakdown of costs for each fiscal year
Table of Overall R&D Costs
(Unit: 1,000 yen)
	Main item
	Sub items
	FY2020
	FY2021
	FY2022
	FY2023
	Total

	Direct costs
	1. Costs of goods
	Equipment costs
	
	
	
	
	

	
	
	Consumable item costs
	
	
	
	
	

	
	2. Travel costs
	Travel costs
	
	
	
	
	

	
	3. Personnel costs/ services costs
	Personnel costs
	
	
	
	
	

	
	
	Services costs
	
	
	
	
	

	
	4. Other
	Subcontract costs
	
	
	
	
	

	
	
	Other
	
	
	
	
	

	
	Subtotal
	
	
	
	
	

	Indirect costs
(In general, 30% of aforementioned direct costs)
	
	
	
	
	

	Total
	
	
	
	
	


· Enter the total amount for items listed in the Breakdown Table
Division of Responsibility Table


· Enter the total amount for each fiscal year for items listed in the Breakdown Table.
· Assign a sub-number to each subsidiary institution in order from “1” onwards (Example: Subsidiary institution 1, Subsidiary institution 2)
(Unit: 1,000 yen)
	Type of Institution
	Research institution
	FY2020
	FY2021
	FY2022
	FY2023
	Total

	Principal institution
	XXXX University
	
	
	
	
	

	Subsidiary institution 1
	YYYY Corporation
	
	
	
	
	

	Subsidiary institution 2
	
	
	
	
	
	

	･･･
	
	
	
	
	
	

	Total
	
	
	
	
	


· If there are four or more subsidiary institutions, add rows to this table.
Breakdown Table
(1) Principal institution: (                                      ) 
·  Enter the R&D costs for the affiliated institution of the R&D Principal Investigator. Also include in this table the R&D costs for Co-Investigator(s) for this R&D project affiliated with the same institution.
· Enter the indirect costs for each fiscal year and the percentage of direct costs they comprise.
 (Unit: 1,000 yen)
	Main item
	FY2020
	FY2021
	FY2022
	FY2023
	Total

	Direct costs
	Costs of goods
	
	
	
	
	

	
	Travel costs
	
	
	
	
	

	
	Personnel costs/ services costs
	
	
	
	
	

	
	Other
	
	
	
	
	

	Sub-total of direct costs
	
	
	
	
	

	Indirect costs
(30% of aforementioned direct costs)
	
	
	
	
	

	Total
	
	
	
	
	


(2) Subsidiary institution: (                                      ) 
· Enter the breakdown of the R&D costs of each subsidiary institution
· Enter the indirect costs for each fiscal year and the percentage of direct costs they comprise
(Unit: 1,000 yen)
	Main item
	FY2020
	FY2021
	FY2022
	FY2023
	Total

	Direct costs
	Costs of goods
	
	
	
	
	

	
	Travel costs
	
	
	
	
	

	
	Personnel costs/ services costs
	
	
	
	
	

	
	Other
	
	
	
	
	

	Sub-total of direct costs
	
	
	
	
	

	Indirect costs
(30% of aforementioned direct costs)
	
	
	
	
	

	Total
	
	
	
	
	


· In the case that there are multiple subsidiary institutions, copy this table as required and paste it below (2), numbering each additional table in order from (3) onwards.
· If the planned R&D period is four years or longer, add columns for the applicable fiscal year(s).
Breakdown of Equipment Costs  *List items that cost 500,000 yen or more within the cost of goods.
	Year of purchase
	Purchasing institution
	Item 
	Purpose
	Quantity
	Amount
(1,000 yen)

	FY****
	
	
	
	
	

	FY****
	
	
	
	
	

	FY****
	
	
	
	
	


Breakdown of Other Costs  *List items that cost 500,000 yen or more within the “Other” costs.
	Year of order
	Ordering institution
	Item
	Purpose
	Amount
(1,000 yen)

	FY****
	
	
	
	

	FY****
	
	
	
	

	FY****
	
	
	
	


Research Organization (R&D Principal Investigator and R&D Co-Investigator)
	
	Name 
Date of birth

(age as of April 1, 2020)
Researcher ID No.
	Affiliated institution*1
Department*1
Position*1
	Current professional

Degree (final academic background)

Year degree acquired
Responsibilities within each R&D project
	FY 2020
research costs*2
(Unit: 1000 yen)
	Effort (%)

	R&D Principal Investigator
	XXXX
November 11, 1974

(XX)
12345678
	XXXX University
	XXX
	X,XXX
	XX

	
	
	XXX Department, Faculty of XXX
	Ph. D (XXX)

(XX University)

2002
	
	

	
	
	XXX Director
	XXX
	
	

	As above

	
	(Main place of research)
XXXX University
	
	X,XXX
	XX

	
	
	XXX Department, Faculty of XXX
	
	
	

	
	
	XXX Director
	
	
	

	R&D Co-Investigator
	XXXX
November 11, 1975

(XX)

98765432
	XX University
	XXX
	X,XXX
	XX

	
	
	Faculty of XXX
XXX Department
	Ph. D (XX University)


	
	

	
	
	XXX
	XXXXX
	
	

	As above

	
	(Main place of research)
XX University
	XXX
	X,XXX
	XX

	
	
	Faculty of XXX
XXX Department
	Ph. D (XXX)


	
	

	
	
	XXX
	XXXXX
	
	

	Joint researcher in country where research is to be conducted
	XXXX

November 11, 1975

(XX)

	XXXX University
	XXX
	X,XXX
	XX

	
	
	XXX Department, Faculty of XXX
	Ph. D (XXX)

(XX University)

2003
	
	

	
	
	XXX Director
	XXX
	
	

	Total: 　3 people
	Total R&D costs
	X,XXX
	


*1 In the event that the affiliated institution and the main place of research are different bodies also provide details of the main place of research
*2 Please detail direct costs with regard to research costs. 

1. Research objectives

(1) Background:

· Explain the significance of the research proposal in terms of improvements in preventing and treating diseases that are major public health issues (emerging/re-emerging infectious diseases, lifestyle-related diseases, maternal and child health, etc.) through the international joint clinical study to be conducted under the project. Also, clarify the needs of low and middle income countries, including the country in which the research is to be conducted, through a literature review and/or preliminary survey, etc.
(2) Objectives:
· Explain in concrete detail what topic the international joint clinical study will examine in order to address the issues and needs described in “Background” above and the grounds for examining this topic.
· Explain as concretely and quantitatively as possible about how disease prevention/diagnosis/treatment methods that have already been verified as effective in developed countries but have not spread in the target country can be put into practice, how such methods will contribute to the improvement of world health and medical care, and how their effectiveness, safety, risks/benefits, administration (usage), etc., for patients in low and middle income countries will be evaluated/verified.
(3) Overall image of R&D plan
· Explain in concrete detail how the R&D is to proceed during the R&D period, including what kind of R&D is to be carried out under the project in order to achieve the objectives described in (2), and how and when current issues involved in practical application and requirements of local regulations and systems are to be identified.

· Explain in concrete detail how far the targeted R&D has progressed (nonclinical study, clinical research, etc.) and what issues remain at this point.

(4) R&D goals: 
1) Mid-term goals 
· Explain in concrete detail how each of the following items are to be achieved by the time of the Mid-term Review held at the end of the second fiscal year of the project. Your explanation should make it possible to objectively determine the extent to which remaining issues will be resolved and the time frame for this. Provide detailed explanations for each R&D item in “2. R&D plan”.
· Review of related laws and regulations of the country in which the research
· Conclusion of international joint research agreement 
· Elaboration of clinical research protocols
· Preparation of informed consent form
· Approval of the project by ethics review boards (both in Japan and the country in which the research is to be carried out)
· Assurance of import/export of medical devices and drugs, etc.
· Formulation of strategies for practical application/commercialization of the drugs, medical devices, medical technologies, etc. in low and medium income countries (surveys regarding local adaptability, medical service costs, sustainability, etc.)
2) Final goals
· Describe the final goals of the project that are to be achieved by the completion of the R&D period in concrete and quantitative detail. If there are multiple goals, itemize the goals.
· Your explanation should make it possible to objectively determine the extent to which remaining issues at the time of completion of the project will be resolved and the time frame for this. Provide detailed explanations for each R&D item in “2. Research plan and research methods”. 
· Base your explanation on the following “examples of the practical application” provided in the Application Guidelines.
· Approval of the drugs, medical devices, medical technologies, etc. by the regulatory authority of the target country
· Establishment of treatment protocols and formulation of clinical guidelines for the target country based on the research achievements
· Use of the drugs, medical devices, medical technologies, etc., in the target country
· Acquisition of WHO Prequalification 
· Inclusion in WHO guidelines
· Inclusion in WHO compendium      etc.
3) Advantages over standard drugs, medical technologies, and medical devices
· Describe the clinical effectiveness of the prevention/diagnosis/treatment methods verified by this research project, comparing them with standard prevention/diagnosis/treatment methods that are currently widely used (in the target country or worldwide).
4) Anticipated effects:
· Describe as quantitatively as possible the effects that the R&D achievements are expected to bring about, including when the achievements will be put into practical application, number of target patients, optimized medical costs (results of trial calculations of the appropriateness of health economics), and scale of market that can be obtained.
· Explain the grounds for the above estimations as concretely as possible by providing a breakdown of numerical values, explanation of calculation processes, etc.
1) Expected effects in the future
2) When effects will be achieved:           (year)
3) Number of patients in target low/middle income countries:        people/year
Grounds for this estimation:
4) Optimized medical costs:           yen/year
Grounds for this estimation:
Include not only reduction factors, such as improved treatment performance, but also increase factors (additional costs required for introducing/maintaining medical devices/systems or providing new medical technology).
5) Scale of markets acquired annually (domestic and overseas):        yen/year
Grounds for this estimation:
6) Other ripple effects:
· With regard to promotion of Universal Health Coverage (UHC), international contribution to the strengthening and improvement of healthcare systems in developing countries, describe anticipated other effects within the scope that they may be presumed.
2. Research plan and research methods 
(1) Summary of Proposal (In Japanese and English) <Attach to the end of this form as an Appendix>

(2) Research plan and research methods (overall project)
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。
(Example) Annex 1: Main Schedule for R&D
(Example) Annex 2: Implementation System 
(Example) Annex 3: Outline of clinical research and investigator-initiated trial currently being planned/carried out
(Example) Annex 4: Outline of Disease Registry System (Patient Registry)
(Example) Annex 5: Clinical Study/Investigator-initiated Trial Protocol
(Example) Annex 6: Records of Ex-ante Interviews/Face-to-face Advice with PMDA (if applicable)
(Example) Annex 7: Intellectual Property Rights
(Example) Annex 8: Consideration of Ethical Aspects
(Example) Annex 9: Corporate Participation Confirmation
(Example) Annex 10: Letter of Intent

(3) R&D plans for each R&D item
· In five pages or less, describe your R&D approach for achieving the project’s R&D goals, specific methods, procedure, R&D points of arrival to be achieved during the R&D period, and criteria for determining the degree to which these goals have been achieved (milestones) for each R&D item and fiscal year, and specify the basic designs of clinical research and investigator-initiated trials, target number of cases and number of samples, evaluation method etc. 
· Ensure that the R&D items correspond with those provided in “Annex 1: Main Schedule for R&D”.
· In the R&D Representative Investigator box shown below, enter the names of all of the R&D Representative Investigators responsible for each R&D item.
· In the case that multiple R&D items have been set, add boxes as required.
	R&D item (1)
	XXXXXXXX

	Name(s) of Representative Investigator(s)
(Affiliated institution)
	1) XX XX (XXXX University)
2) YY YY (YYYY University)
3) ZZ ZZ ( ZZZZ Corporation)



1) Objectives and details
· Summarize the objectives and details of the relevant R&D item concisely in around 110 words. 
· ○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。
2) Methods and plan
· Set milestones (points of arrival or matters to be achieved that constitute turning points in the achievement in the R&D) for clarifying the process used for achieving “1) Objectives and details”. Furthermore, provide methods and plans for achieving “1) Objectives and details” for each fiscal year,1 and progress targets (%)2 for each milestone for each fiscal year.
· 1For R&D projects being solicited in Step 1 (1-①, 1-② and 3-①), only provide details for the first fiscal year the project is implemented.
· 2Target values showing the degree to which research towards the relevant milestone is planned to be advanced within each fiscal year of the project in order to achieve each milestone.
· Ensure that the set milestones correspond with those provided in “Annex 1: Main Schedule for R&D”.

FY2020:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 1: (Progress target for this fiscal year: 20 %)
FY2021:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 1:          (Progress target for this fiscal year (at the time of the Mid-term Review): 100 %)
Milestone 2:          (Progress target for this fiscal year (at the time of the Mid-term Review):  80 %)
FY2022:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 2:               (Progress target for this fiscal year: 100 %）
Milestone 3:               (Progress target for this fiscal year:  40 %）
FY2023:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 3:              (Progress target for this fiscal year: 80 %)
Milestone 4:              (Progress target for this fiscal year: 40 %)
	R&D item (2)
	XXXXXXXX

	Name(s) of Representative Investigator(s) 

(Affiliated institution)
	1) XX XX (XXXX University)
2) YY YY (YYYY University)
3) ZZ ZZ ( ZZZZ Corporation)



1) Objectives and details
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。
2) Methods and plan
FY2020:
(Example) Not to be implemented.
FY2021:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 1:                 (Progress target for this fiscal year: 40 %)
Milestone 2:                 (Progress target for this fiscal year: 20 %）
FY2022:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 1:                    (Progress target for this fiscal year: 60 %）
Milestone 2:                    (Progress target for this fiscal year: 40 %）
FY2023:
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○（〇△、○○、□○）。

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○

○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○（△△、□○）。
Milestone 1:                   (Progress target for this fiscal year: 80 %）
Milestone 2:                   (Progress target for this fiscal year: 60 %）
3. Research achievements

・R&D Principal Investigator: XX XX
＜Paper / Author＞
XM.Marusankaku, J.Aaaa, H.Bbbbb, A.Ccccc, Treatment of Hepatic……, Nature, 2015, 1,10-20 
M.Marusankaku, T.Aaaa, A.Bbbbb, T.Ccccc, Risk factors for Fungal…, Nature, 2015, 2,17-26
＜Acquisition and application status of patent rights or other intellectual property rights＞
＜Policy recommendations＞
XXXXXX Guideline(issued by XX Academic Association XXXX [year])
・R&D Co-Investigator XX XX
＜Paper・Author＞
XM.Kakukaku, T.Dddd, A.Eeee, T.Ffff, Study on Hepatitis…………, Nature, 2015,12,32-40 
M.Kakukaku, T. Dddd, A. Eeee, T.Ffff, Study on Malaria………, Nature, 2015,10,45-54
(Example of copying & pasting of research map text output)
Non-negligible collisions of alkali atoms with background gas in buffer-gas-free cells coated with paraffin
Applied Physics B-Lasers and Optics 122(4) 81-1-81-6, March 2016
Laser frequency locking with 46 GHz offset using an electro-optic modulator for magneto-optical trapping of francium atoms
Applied Optics 55(5) 1164-1169, February 2016
Atomic spin resonance in a rubidium beam obliquel 
4. Status of research application, acceptance and effort

(1) Research funds/grants currently being applied for 
	Title of research funding program/ 

Research funds/grants (research period/ funding agency)
	Title of R&D project
(name of R&D principal investigator)
	Role (Principal Investigator or co-Principal Investigator)
Amount expected to be allocated to applicant
	Research costs for FY 2020
(direct costs)
[amount for entire period](Unit: 1000 yen)
	Effort (%)
	Differences in research content and reason for applying for this application R&D project in addition to other research costs

(Unit: 1000 yen)

	【Application R&D project】
(2020 ～ 2022 )
	Experimental research on the correlation between XX and XX
(XXXX)
	Principal Investigator
	6,000
[18,000]
	30
	
(Total amount: 21,000)*

	Grants-in-Aid for Scientific Research (KAKENHI)/ Challenging Research (Exploratory) (FY2020-FY2021, JSPS)
	Investigative research on the dependence on XX of  XX and XX(XXXX) 
	Principal Investigator
	Total amount for this research project
3,000
[9,000]
	20
	The research is different in that it approaches the study from the perspective of XX, and conducting this research will promote comprehensive understanding. 
(Total amount: 9,000 )*

	FY2020 XX Foundation research grant (2020 • XX Foundation)
	×× and XX research
(XXXX)
	Co- Investigator
	1,000
[1,000]
	10
	The research is different in that it approaches the study from the perspective of XX, and conducting this research will promote comprehensive understanding. 




(2) Research funds/grants currently being received (including funds/grants scheduled to be received)  
	Title of research funding program/

Research funds/grants (research period/ funding agency)
	Title of R&D project
(name of principal investigator)
	Role (Principal Investigator or co-Principal Investigator)
	Research costs for FY2020
(direct costs)
[amount for entire period]
(Unit: 1000  yen)
	Effort (%)
	Differences in research content and reason for applying for this application R&D project in addition to other research costs

(Unit: 1000 yen)

	FY 2019 XX Foundation research grant (XX Foundation, 2019)
	Research on XX and YY

(XXXX)
	Principal Investigator
	1,000
[1,000]
	10
	The research is different in that it approaches the study from the perspective of XX, and conducting this research will promote comprehensive understanding. 
(Total amount: 5,000)*

	XX Project (AMED, 2019 - 2021)

	Research on XX and YY

(XXXX)
	Co-Investigator
	1,000
[5,000]
	10
	The research is different in that it approaches the study from the perspective of XX, and conducting this research will promote comprehensive understanding.


· In the parentheses (  ), enter the total direct expenses for the entire R&D period.
(3) Other activities      Effort: 20 %
5. Past research funds/grants received and resulting achievements

(Items to be recorded)
Name of financing system:
Period (FY): FY _____ ～ FY______
Name of R&D project:
Principal Investigator or Co-Investigator:
R&D costs (direct costs): __________ (Unit: 1000 yen)
Research achievements and results of interim / ex post facto evaluation:
(Example)
【AMED program】
(１) AMED XX Program(A), 2009 ～ 2011, “Research on XX” Representative, 40,000 (1000 yen)
Achievements: ××××
(２) AMED XX Program (B), 2009 ～ 2011, “Research on XX” Representative, 40,000 (1000 yen)
Achievements: ××××
【Other research costs】
(３)Basic research (B), 2009 ～ 2011, “Research on XX” Representative, 40,000 (1000 yen
Achievements: ××××
6. Special notes (This item is to be completed in order to enable AMED to ascertain an outline of the proposals and will not have any influence on the selection of R&D projects as long as special notes are not specified as a special condition in the separate Application Guidelines.) Please note that we may use this information to analyze the research trends that will contribute to AMED’s management, and publicize results in a way that the R&D project in question cannot be identified (E.g.: published by program rather than individual project). 

1) In the event that you are conducting (or plan to conduct) any PPI (patient and public involvement) initiatives in the course of intervention studies or observational studies on human subjects, please detail the methods of implementation. 

2) In the event that you are planning patient participation in research or the acquisition of data in the course of implementing the R&D project please detail the (approximate) number of people it is planned to involve. 

3) If you are in possession of any numeric indicators, other than those for each program in in 2. Research plan and research methods, that that will serve as a yardstick for research accomplishments, please insert an item so that these can be listed. 

E.g. If you plan to be involved in database registration or data sharing regarding the data you obtain from the research, please provide an outline of this plan.

4) In the event that you are intending to hand over the results of the R&D Project from a domestic affiliate to an overseas parent company please outline the situation.

1) （Example）

Patient and public involvement initiative：

In the course of creating the protocol for the clinical study on xxxxx during our R&D project, through dialog with the yyyy patients’organization we will refer to the opinions of patients and their families. 
2) (Example)

The number of people expected to participate in clinical research on xxx is yy.

The number of people from whom data samples for use in the analysis of xxx is yy.

3) (Example)

It is planned that the results of the R&D project will be registered with xxx database.

4) (Example)
It is expected the results of the R&D project will be transferred to our overseas parent company pursuant to internal regulations.

Annex 1

Main Schedule for R&D (Roadmap)
· Note the R&D items that must be dealt with in order to achieve the goals, such as obtaining approval, as well as the period of implementation, including years after the R&D period has been concluded.
*Milestones: Points of arrival or matters to be achieved that constitute turning points in the achievement in the R&D (establishing protocols for clinical research and trials, applying for approval, consulting with the WHO and regulatory authorities, etc.).

· Ensure that the information provided here matches that provided in sections “R&D Items”, “Milestones”, and “Representative Investigators” in “2. Research plan and research methods”.
*The schedule should be one page or less.
	R&D item
· milestone
	Representative Investigator
	FY2020

(First year)
	FY2021

(Second year)
	FY2022

(Third year)
	FY2023

(Fourth year)
	FY2024

(Fifth year)
	FY****

(** year)
	FY****

(** year)

	
	
	1–2Q
	3–4Q
	1–2Q
	3–4Q
	1–2Q
	3–4Q
	1–2Q
	3–4Q
	1–2Q
	3–4Q
	1–2Q
	3–4Q
	1–2Q
	3–4Q

	1. Clinical study preparation
· Complete formulation of protocols
· IRB approval
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	2. Implementation of investigator-initiated trial
· Case registration
· Analysis
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	3. R&D item

· Milestone 1
· Milestone 2
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4. (After R&D Period has concluded) R&D items
· 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Annex 2
Implementation System Diagram
Attach an implementation system diagram showing the Principal Institution and Subsidiary Institution organizations (in the event that the affiliated institution and the main place of research are different bodies also provide details of the main place of research), frameworks, collaboration and cooperation organizations, etc. The diagram should clearly show the roles of each institution. Also note the frameworks and methods for R&D project administration, promotion and progress management, etc.
 Japanese academia and businesses (including venture businesses) are to collaborate and establish joint research teams with academia in the countries in which the research is to be conducted and present a proposal for international joint clinical research. 
 International joint clinical research is to be carried out targeting patients in low and medium income countries. The research is to be led by medical practitioners who have a Japanese medical practitioner’s license and medical practitioners from the joint research organization who have a medical practitioner’s license issued by the country in which the research is to be conducted.















Annex 3
Outline of Clinical Study
	1. Outline of R&D project

	Title of proposed R&D project
	

	Target R&D exits
*Multiple answers possible
	☐Approval of the drugs, medical devices, medical technologies, etc. by the regulatory authority of the target country
☐Establishment of treatment protocols and formulation of clinical guidelines for the target country based on the research achievements
☐Use of the R&D achievements in the target country

 (Specifically                       )
☐Acquisition of WHO Prequalification
☐Inclusion in WHO guidelines
☐ Inclusion in WHO compendium
☐Other(　　　　　　　　　　　　　)

	Category for drug approval

application
	☐ Drug　☐ In vitro diagnostics　☐ Medical device
☐ Other (　　　　　　　　　　　　　) ☐ Not applicable

	Approval/certification status
*If the R&D involves changes to or expanded applications of medical device that has already been approved/certified, or off-label uses of drugs, select “Yes” and describe the scope of approval received.
	☐ Yes (Country where approved:                                    )
(Usage, effectiveness:                                           )
☐ No (                                                          )

	Target diseases
	

	Expected indications/effects applied for
	

	Main purpose
	☐Safety  ☐Clinical POC  ☐Dose finding  ☐Hypothetical verification  ☐Clinical performance  ☐Other

	Study design
	Countries of Recruitment:
Implementing facility : ☐Single facility 
☐Multiple facilities (No. of facilities:             )
Randomization: ☐Randomized  ☐Not randomized
Blindness:: ☐Unblinded  ☐Single blinded  ☐Double blinded
Design:☐Uncontrolled  ☐Parallel group comparative  ☐Cross-over ☐Other
Control groups: ☐None  ☐Placebo  ☐Comparator (name:                  )
First In Human：☐Applicable  ☐Not applicable

	Key inclusion criteria
	

	Target number of cases
	

	Case registration period
	

	Interventions (dosage, administration etc.)
	

	Primary endpoints
	

	Key secondary endpoints
	

	2. Implementation system

	Status of collaboration with companies
	☐Name of collaborating company: (                                                             )
☐Provision of study drug/device (☐For a fee  ☐ Free of charge)
☐Provision/acquisition of information on study drug/device safety
☐Provision of financing or work for the research by companies
☐Other (              )


	Are there any companies to which you are out-licensing or planning to out-license to?
	☐ Yes  ☐ No
*If responding “yes” provide details (                                )

*If responding “no” write below to what sorts of companies and what kinds of ways do you propose to out-license the research achievements in the future
(                                                                )

	Participation of specialists in this research

*In the brackets, write the name(s) of the Co-Investigator(s) in charge and their specialty
	☐Biostatistics specialist(s) (                                          )
☐Clinical pharmacology specialist(s) (                                  )
☐Clinical device specialist(s) (                                        )
☐Medical writer(s) (                                               )
☐CRC(s) (                                                       )
☐Intellectual property specialist(s) (                                     )
☐Pharmaceutical regulations specialist(s)
 (                                                   )
☐ Other (                                              )

	Use of disease registry system
	☐ Yes (Write the name of the disease registry system and institution where the system is installed)
*If you answered “Yes”, include information about how the disease registry system is to be used in the clinical research protocol, etc.
☐ No

	3．Other

	(In the case of development research only) Ex-ante interviews/face-to-face advice with PMDA
*Need not be completed if not applicable.

	☐Ex-ante interview completed (Date of interview:                        )
*Attach a summary (in any format you like) of the details of the interview.
☐Face-to-face advice completed (Date of interview:                       )
*Attach a record of the face-to-face advice created by PMDA.
☐A consultation yet to be held (Reason:                                 )
*If you intend to have a consultation, write when the consultation is to be held and the consultation category (regulatory science strategy consultation, etc.)
☐Consultations with overseas regulatory authority (Date of consultation:           )
*Attach a summary of the consultation content (in any format you like)).

	Remarks
	


Annex 4
Outline of Disease Registry System (Patient Registry)
*Need not be completed if not applicable
	Name of Registry
	

	Registry operational management system/Subject
	

	Target diseases
	

	Purpose of registry use
	Items
	☐Natural  history survey
☐Identify patient numbers and distribution
☐Use in recruitment of trial subjects
☐Use as a trial control group
☐Use of biobank
☐Search for biomarkers
☐Gene analysis research
☐ Other

	
	Details
	

	Number of registered patients
(Target number of registered patients)
	

	Registered items/details
	

	Registry characteristics
	

	Registry usage methods
	


Annex 5
Clinical Study Protocol Concept
Include information about objectives, subjects, inclusion criteria, exclusion criteria, number of cases, observation content, intervention methods and content, statistical methods, outcomes/endpoints, and research systems. etc. (in any format you like)
Annex 6
Records of Ex-ante Interviews/Face-to-face Advice with PMDA
· In any format you like
· When consulting with regulatory authorities other than the PMDA that are located overseas, provide documents showing the content of the consultation.
· If the project does not concern development research, it not necessary to complete this section.
Annex 7
Intellectual Property Rights
(1) Attribution of intellectual property rights
Check the content of each item and then tick each box.
□It is desired that any intellectual property rights generated through implementation of this R&D project be attributed to the principal institution or subsidiary institution, which is the entrusted party for all R&D for this project under conditions (1) through (3). (1) The term “the national government” in any of the items of Article 19 (1) of the Industrial Technology Enhancement Act is deemed to be replaced with “AMED” and these provisions are strictly observed; (2) If inventions are made related to the results of this R&D project, the principal institution or subsidiary institution shall report this invention to AMED in writing without delay using the forms stipulated by AMED; and (3) The principal institution or subsidiary institution pledges to complete  surveys conducted by AMED regarding intellectual property rights.
(2) Status of the acquisition and application of patent rights or other intellectual property rights in relation to this R&D proposal
· Application number, inventor, title of invention, applicant, date of application, and positioning (items used) of the invention relative to the target of this R&D project.
(3) Survey content/survey results/action policies related to the intellectual property rights owned by others 

· Survey methods (target data bases, survey scope, etc.) and survey results related to intellectual property rights owned by others 

· If, as a result of the survey, there are any intellectual property rights owned by others that could potentially obstruct this R&D proposal, policies to counteract this (if no countermeasures exist, write than none exist at present).
Annex 8
Consideration of Ethical Aspects/Laws and Ordinances
· Describe the status of measures for paying consideration to the protection the human rights of R&D subjects, eliminating disadvantages and dangers, giving explanations and obtaining consent (informed consent), and measures regarding protection of personal information, as well as measures for paying consideration to laboratory animal welfare.
· Japanese domestic guidelines related to research for which compliance is required 

· Fill in the box (■) next to all guidelines that must be complied with in light of the research content.
□ Act on the Safety of Regenerative Medicine
□ Ethical Guidelines for Medical and Health Research Involving Human Subjects
□ Ethical Guidelines for Human Genome/Gene Analysis Research
□ Policies on Clinical Research Involving Gene Therapy
□ Fundamental Guidelines for Proper Conduct of Animal Experiments and Related Activities
□ Other guideline, etc. (Name of guideline:                                           ) 

· Laws and ordinances in target countries or international standards, etc., related to bioethics/safety measures for which compliance is required. 

□ Other guideline, etc. (Name of guideline:                                           )
· Existence of plans for clinical research registration   Yes     No     Other (                        ) 

· Existence of a Conflict of Interest (COI) Committee  Yes     No     Other (                        ) 
Annex 9
Corporate Participation Confirmation
Dr. Makoto Suematsu, President

Japan Agency for Medical Research and Development
In the case that the R&D project, detailed below, proposed for the FY2020 International Joint Clinical Study for Promoting Overseas Development of Drugs, Medical Devices, and Medical Technologies in Order to Improve Health and Medical Services in Low and Middle Income Countries, is adopted, we agree to cooperate with the R&D Principal Investigator and other related persons in carrying out the following initiatives in accordance with the policy detailed below and the R&D Plan formulated by the Principal Investigator.
· Title of proposed R&D project: 
· Name of R&D Principal Investigator: 
· R&D outline (concisely)
1) Method (including a detailed schedule and funding plan)
2) Merits of cooperation as a company
3) R&D risks
4) Use of the developed technologies after the completion of the R&D implementation period     etc.
(Participating company 1)
Name (Affix seal)
Position

Company name
(Participating company 2)
Name (Affix seal)
Position

Company name
Annex 10
Letter of Intent

· Attach documents (Letter of Intent; LOI) showing consent to cooperating in the R&D project from the head(s) of the joint research organization(s) in the country where the R&D is to be conducted and the head(s) of related government organization(s). Please complete using this Template/Sample.
· Please complete using this Template/Sample. Please use Institute Letterhead. Document must be signed and scanned.
[INSTITUTE LETTER HEAD]

To Japan Agency for Medical Research and Development (AMED)

RE: Letter of Support for Joint Research Project

[Institutional Leadership Representative Name] confirms the support for the proposed research project titled “[Project Title]”. 

< Outline of the Research Project including the role of collaborating institute >

I attest that the information contained in this proposal is truthful and that it has been prepared with the full knowledge and consent of [Institutional Leadership Representative Name].  

If it will be awarded, I support this research in good faith.

	Institutional Leadership Representative Name

__________________________________________________
	__________________

	 Signature
	Date


Appendix: Summary of Proposal (in English and Japanese)
Summary of Proposal

* Please limit this “Summary of Proposal” form to two (2) pages.
1. Project title 
Study of  ･･･
2. R&D Principal investigator 
· Name 

Hanako Iryou
· Gender
Male☐  Female☒  Other☐   Rather not say ☐ 
· Researcher ID (8 digits) 
XXXXXXXX
· Date of birth (Age) 

19XX / XX / XX  (XX: As of April 1, 2020)
· Affiliation 
ZZZZZZ University
· Department 


Department of YYYYYY
· Position title 
Professor
· E-mail address 

ZZZZZZ@YY.jp
3. Abstract (400 words maximum) 
Outline your research proposal, mentioning the anticipated results, in 400 words or less.
○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○○。

4. Keywords (other than diseases, 10 items maximum)  

List as many as 10 terms that most likely represent the essence of the proposed research. (E.g.: specific names of the following: research methodology, techniques used, drug modality, biological phenomena, target body area (organ, tissue, cell etc.), target groups (pregnant women, AYA generation) etc.), laboratory animals etc.).
1. XX measurements   2. XX Synthetic inhibitor    3.                      4. 
5.                  6.                       7.                      8. 
9.                  10.
5. Target diseases (10 items maximum) 
Please list no more than ten main disease names in progressively smaller order from the main topic of the research. In the event that undiagnosed diseases are the target subject please state “undiagnosed disease” and when there is no specific target disease or it has yet to be decided please state “no target disease.
1. XX infectious disease   2. XX disease       3. XX syndrome          4.
5.                     6.                 7.                      8. 
9.                     10. 
R&D提案書要約

※ 本「R&D提案書要約」は２頁以内に収めてください。

 １．R&D課題名  

△△△△の創出を目指した研究

 ２．R&D代表者  

· 氏名 


医療　花子

· 性別


男☐　女☒　その他☐　回答したくない☐
· 研究者番号（8桁）　
XXXXXXXX
· 生年月日（年齢）

19XX 年 XX 月 XX日 （XX歳：2020年4月1日時点）
· 所属研究機関

○○○○大学
· 所属部局 


△△△学部

· 職名 


教授
· 連絡先（E-mail） 

ZZZZZZ@YY.jp
 ３．アブストラクト 
1,000文字以内で簡潔に記載してください。（期待される成果も含む）。XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX。
４．キーワード（疾患名以外、10単語以内）　 

提案内容を示す、適切かつ重要と思われる単語を記載してください。(例：研究手法、使用技術、医薬品モダリティ、生命現象、対象部位（臓器、組織、細胞等）、対象集団（妊産婦、AYA世代など）、実験動物等、の具体名)

1．△△計測　　2．○○合成阻害剤　　3．　．．．．．．
 
 
 ５．対象疾患（10個以内） 

研究の主題に近いものから順番に、主要な疾患名を10個以内で記載してください。なお、未診断疾患が対象の場合は「未診断疾患」、具体的な対象疾患が無い又は未定の場合は「対象なし」と記載してください。

1．△△感染症　　2．○○病　　3．□□症候群　．．．．．．
 
In six pages or less, note specifically and clearly the objective of the research and why the research is needed, as well as its unique characteristics and original aspects, citing applicable references as needed. Please write in a manner that will be easily understood by evaluators, and add where necessary any diagrams or tables.


Note any research, etc. that you have conducted up to now in relation to the current research plan, as well as other research plans needed to achieve the ultimate objectives of the research, and clarify the relationship of the research plan to publicly funded research and private sector research.


State clearly what needs to be clarified during the term of the research, and to what extent.


Describe the degree to which the unique characteristics and original aspects of the research have been clarified in other research (either domestic or international), and what aspects remain to be elucidated.








In 900 words or less, describe the specific research plan and method that will achieve the research objectives.


Please state clearly the specific roles of the R&D Principal Investigator, R&D Co-Investigator and collaborating researchers, etc. who will constitute the research for carrying out the research plan.





Requirements


Japanese academia and businesses (including venture businesses) are to collaborate and establish joint research teams with academia in the countries in which the research is to be conducted and present a proposal for international joint clinical research 


International joint clinical research is to be carried out targeting patients in low and medium income countries. The research is to be led by medical practitioners who have a Japanese medical practitioner’s license and medical practitioners from the joint research organization who have a medical practitioner’s license issued by the country in which the research is to be conducted 


In the case of research that will span multiple years, describe in understandable terms the relationship between the overall research plan, the yearly plans, and the outlook for after the R&D period is completed.


For clinical research, specify the basic design, target number of cases and number of samples, evaluation method etc., and also attach protocols as Annexes.


In addition, attach as Annexes the main schedule for research and development (roadmap), a diagram showing the implementation system and so on.





* Not included in the 900 words in English.





For each R&D Principal Investigator and R&D Co-Investigator, select major papers and authors that have been published in academic journals, etc. (within the past 5 years) and list them in order starting from the most recent year. Circle those that are directly related to the proposed topic.


Note the acquisition and application status of patent rights or other intellectual property rights, and any policy recommendations that have been made as a result of the implementation of the research project (guiding principles or guidelines to which you have contributed, etc.).





Note (1) the research funds/grants currently being applied for (2), the research funds/grants currently being received (including funds/grants scheduled to be received) and (3) other activities of the R&D Principal Investigator for the application topic at the time of application, giving consideration to the points listed below. When noting this for multiple research costs, draw lines to demarcate the costs. For the specific notation methods and so on, check the Procedures for Preparing and Entering Research Proposal Document.


In the Effort column, note the percentage of researcher’s time exclusively spent for the R&D activities concerned against the researcher’s annual working hours.


At the beginning of the “Research costs currently being applied for”, enter the application research project. 


Note: You may enter line breaks as needed.





The total amount expected to be used by the applicant over the R&D period (total scheduled sum of direct costs))





Amount expected be allocated to applicant (direct costs)





The total amount of R&D project costs


e.g.: (6,000＋1,000 (Co-Investigators x 3 years)





As in the column above, PIs should insert the total amount 





Those already selected and have received or expect to receive research funds may be reinterpreted as necessary





In this box, select the portion of the research results, etc. achieved as a result of the research costs received by the R&D Principal Investigator and R&D Co-Investigator up to now (research costs provided by an affiliated research institution, and research costs from an office or ministry, local government organization, research grant corporation, private sector company etc., including research costs currently being received) that have been used in the drafting of the current research plan, dividing them into the research costs for the AMED program and other research costs, with consideration given to the following points.


Be sure to separately state the results between those of the AMED programs and other research funds/grants.


For each research cost, note the research funding program name, period (fiscal year), R&D project title, whether it is for the R&D Principal Investigator or the R&D Co-Investigator, and the research costs (direct costs). In addition, briefly describe also the research achievements and the results of interim and ex post evaluations (only if conducted by the institution allocating those research costs).








(Example)





Example


Rounded rectangles: Universities etc.; 


Oval: Corporations; 


Rectangle: AMED; 


Dotted arrows: Flow of contract; 


Bold arrows: Coordination/role sharing concerning samples and information etc.





AMED





Local researcher in low/middle income country


Affiliation


(main place of research), 


Name


Project “*****”





R&D Principal Investigator


Affiliation


(main place of research), 


Name


Project “*****”





Processing





Sample provision





Data provision





R&D Co-Investigator


Affiliation


(main place of research),


Name


Project name: “XXXX”





R&D Co-Investigator


Affiliation


(main place of research),


Name


Project name: “XXXX”





R&D Co-Investigator


Affiliation


(main place of research),


Name


Project name: “XXXX”





Analysis








1

