倫理審査申請書（第９条関係）Ver 7.0 (21 July 2022)

	　
	Reception number
	※


Ethics Application for Research Proposal
School of Tropical Medicine and Global Health, Nagasaki University

To: Chair, Institutional Review Board, School of Tropical Medicine and Global Health
	Date of submission
	Day:
	Month:
	Year:



1.
Applicant
	Name
	

	Affiliation
	School of Tropical Medicine and Global Health

	E-mail
	

	If the applicant is a student, fill-in the following items

	Student ID number
	

	Course
	Master

International Health Development (MPH)



Health Innovation (MSc)



Tropical Medicine (MTM)

PhD

	Name of primary supervisor
	

	Name of secondary supervisor
	

	The primary supervisor has approved to submit this application.
	
Approved


2.
Proposed research title
	Title
	

	Version number
	


Please indicate previous version number of the protocol and approved number from TMGH, if this submission is ‘Revised application’ or ‘Amended application’
	Version number
	

	Approved number
	


3.
Type of application and review process

3.1
Type of application*
	
(1) 
New application


(2)    Revised application†

(3)  
Amended application (Only for any changes to a previously approved application)†

(4)  
Publication of study results

(5) 
Others (e.g. request for review exemption) (Specify:                                )


* 
All types of application should be submitted along with its research protocol or manuscript.
†
All the revised parts in the previous application should be underlined in this form, when expected type of review is either in (2) or (3). The responses to the comments should be presented on a point-by-point basis in the final part of this application.

3.2
Type of review

	
Ordinary review process


Request for an expedited review process‡

Request for review exemption　


‡ Please select the reason why you request for an expedited review process

	
(1) The study protocol for a joint research with other institution(s) has been already approved by the IRB or ethics committee of other organization(s) (e.g. organization(s) in research target countries).

(2) Minor amendment(s) of the study protocol either previously or conditionally approved by the TMGH-IRB 

(3) Non-intervention study without any invasiveness 

(4) Non-intervention study with minor invasiveness 

(5) Others (Specify:                                               )


3.3
Is any other ethical approval required for the work being done (regardless its application status)?

	
Yes
Give details of the approval

No
Explain why no other approval is required

	[text here]




4.
Organization of research
4.1
List of investigators（the applicant should be listed）
	Name
	Affiliation and position
	Roles and responsibilities

	
	
	

	
	
	

	
	
	


(Add rows, if necessary)

4.2
Institutions
	 FORMCHECKBOX 

Uni-centered study
	

	
Multi-centered study
	Is TMGH the leading institute? 

No
If ‘No’, specify the leading institute and principal investigator.
Yes


	Leading institute
	

	Principal investigator
	


4.3
Study period

	Planned study start month/year
	From:  Month        Year         

	Expected study completion month/year
	To:  　Month        Year         


4.4
Intended period of case registration（applicable only for prospective study）
	From
	From:  Month        Year         

	To
	To:  　 Month        Year         


5.
Summary of the study
The outline should show that the study is scientifically relevant, and be written concisely
	5.1
Summarize what is already known on this topic (in maximum 100 words)

	[text here]

	5.2
Summarize justifications of the study (in maximum 100 words)

	[text here]

	5.3
Objectives (in maximum 100 words)

	[text here]

	5.4
Design (in maximum 50 words)

	[text here]

	5.5
Methods (in maximum 800 words)

	[text here]

	5.6
Study settings and/or study sites (in maximum 50 words)

	[text here]

	5.7
Participants [tick all applicable choices]

Patients and/or the family members

Healthy individuals


Cognitively impaired person
Pregnant and/or foetus


Children (Specify age range:                   )
Neonates


Patients with incurable diseases
Populations under emergency situation

 Others (Specify:                                                             )
 

	5.8
Inclusion criteria of the participants

	[text here]

	5.9
Sample size (incl. sample calculation for quantitative data collection) 

	[text here]

	5.10
Will the study involve invasive procedures?

	 No Yes, but minimally invasive
 Yes
 
If ‘Yes’, explain the procedure and degree of invasiveness below:



	5.11
Will the study involve intervention?

	 No Yes

If ‘Yes’, explain contents of the intervention below:

Is this intervention study registered in a registry database?
 No Yes

If ‘Yes’, describe the registry database below; if ‘No’, please describe the reason why not be registered:



	5.12　Will the study involve any randomization procedures?

	 No Yes

If ‘Yes’, specify the methods below:



	5.13
Will the study use any human biological specimen?

	 No Yes, use existing human specimen　 Yes, collect human specimen 
If ‘Yes, collect human specimen’ or ‘Yes, use existing human specimen’, specify the specimen:



	5.14
Will the study use existing data/information?

	 No Yes, from other source(s)　 Yes, from public domain
　
If ‘Yes, from public domain’ or ‘Yes, from other source(s)’, specify the type/nature of data/information.



6.
Process to obtain informed consent
6.1
Will informed consents be obtained?
	 FORMCHECKBOX 

Yes

No  (Skip to 6.6 
If ‘No’ specify the reasons for not obtaining informed consent.




6.2　Methods to obtain informed consents
	
Written consent

	
Verbal consent

	
Electronic consent

	
Others (Specify:                                                                  )


6.3
Describe the process to obtain informed consents in 100 words.
	[text here]


6.4
Will informed consents be obtained from legally authorized representative of the participants?
	
Yes　Specify the following issues:
No


	Select the reason(s) why informed consent will be obtained from legally authorized representative


The participants are minors

The participants have difficulties in recognition

Others:
Select who will be selected as legally authorized representative


Spouse or partner
Parent or parental authority     

Child
Brother or sister              

Others:


6.5
Will informed assents be obtained from the participant?
	 FORMCHECKBOX 

No

Yes


6.6
Will the study provide the participants with opt-out option? 
	 FORMCHECKBOX 

No

Yes


6.7
Will the study take any measures of public announcement on the research?
	
No: Describe the reason why not to make public announcement


	
Yes: Specify following the way of conducting public announcement (where, when, how)



7.
Protection of personal information and human rights
7.1
Will the study collect, obtain and/or process any personal data/information?
	 FORMCHECKBOX 

Yes

No    ( Skip to 7.2


7.1.1
Will the study anonymize personal data/information?

	 FORMCHECKBOX 

Yes　


No
Describe the reasons why the study does not anonymize personal data/information



7.1.2
Will the study prepare ‘decoding index’?

	 FORMCHECKBOX 

Yes　


No
Describe the reasons why decoding index is not prepared



7.1.3
Describe where and how the ‘decoding index’ will be stored 
	Name of institution
	

	Specify the place
	

	Responsible person
	


7.2
Storage of information for the study
7.2.1
Will you collect, obtain and/or keep the data/information in printing form?
	 FORMCHECKBOX 

Yes

No     ( Skip to 7.2.3


7.2.2
Describe the management of the printing forms
	Name of institution
	

	Specify the place
	

	Responsible person
	

	Can the place above be properly locked?
	
Yes

No
If ‘No’, describe the security of the room


	Will hard copies be kept with lock and key?
	
Yes

No
If ‘No’, describe the security of the storage


	Duration of storage
	     years        months 



7.2.3
Does the obtain and/or keep the data/information in electronic form?
	 FORMCHECKBOX 

Yes

No     (Skip to 7.3


7.2.4
Describe the management of the electronic forms
	Responsible person
	

	Specify the storage
	
Computer (standalone, without connection to internet) 

Computer (standalone, with a connection to internet) 

Server

Cloud server

 FORMCHECKBOX 

Hard disk
 FORMCHECKBOX 

Others (Specify:                               )


	Specify place of the storage
	

	Describe measures to restrict access to the soft copies

	[text here]

	Describe the security measures of the storage

	[text here]

	Duration of storage
	     years        months 



	7.3
Storage of specimens for the study

7.3.1
Will any specimens be kept for the study?

	

Yes　


No
( Skip to 7.4

	7.3.2
Describe type of the specimen and methods of their storage (where, when, how)

	[text here]


7.4
Outsourcing
	7.4.1
Will any part of this study be outsourced?

	

Yes　


No
( Skip to 8

	7.4.2
Item(s) for outsourcing

	
Data management

Statistical analysis

Monitoring


Others（Specify:                                              ）



	7.4.3
Contractor

	[text here]


8.
Ethical considerations
	8.1
Describe possible burdens to be caused to the participants, and measures to minimize the burdens.

	[text here]

	8.2
Describe if there are any predicted risks or adverse events among the participants, and measures to be taken for minimizing those risks or events.

	[text here]

	8.3
Will the participants be compensated for any risks or adverse events to their health resulting 
from participation in this study?

	
 Yes  If ‘Yes’, please specify the details:
  No



	8.4
Will there be any financial burdens borne by the participants (e.g. payment for transport to interview sites)?

	
 Yes  If ‘Yes’, please specify the details:
　　　　 No


	8.5
Will there be any compensation and/or remuneration to be paid to the participants?

	
 Yes  If ‘Yes’, please specify the details:
         No



9.
Funding and conflict of interest
9.1
Is the fund secured for this study?
	
Yes:
Funding source:

Principle recipient:

Relationship with the recipient (if the applicant is not the principle recipient)



	 FORMCHECKBOX 

No：Describe how to financially manage the study.
 


9.2
Is there any conflict of interest?
	
Yes:  Submit a COI declaration report to the TMGH-IRB in addition to this ethics application .

	 FORMCHECKBOX 

No



10.
List of attached documents §
	 FORMCHECKBOX 

Research protocol

	
Explanation sheet for study participants

	
Informed consent form

	
Informed assent form

	
Withdrawal form

	 FORMCHECKBOX 

Others (Specify:                                                           )


§ 
All the attached documents should be integrated into one PDF file, while this application should be submitted in form of MS-Word format. Therefore, only two electric files should be submitted (i.e. MS-Word application and the integrated PDF file). Otherwise, the application may not be received.
END.
PAGE  

