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WHAT IS THE “IRB"?

When conducting research involving human subjects, hereinafter referred to as human
subjects research, a variety of rules must be observed in order to protect the rights and
dignity of their participants, the human subjects.

It investigates and deliberates on studies involving human subjects, focusing on whether the
proposed or ongoing work is ethically and scientifically appropriate. Its point is to protect
the dignity and human rights of people involved in research (including candidates who do
not become subjects) by fair and impartial review from both ethical and scientific angles,
including the possibility of a conflict of interest involving the researchers.

An IRB is a collegial body organized to deliberate on ethical and scientific sides of a research
study, including its fitness for conduct or continuation.

-Quoted by “eAPRIN” : Review by an Institutional Review Board (IRB)-

All researchers and graduate students who will conduct human subjects research
must file an application to the IRB committee at SOKA University




RELATED REGULATIONS

® Soka University Code of Ethics for Human Research

— Preamble -

The word “Soka” in our name “Soka University” means value creation. In essence, to create value
means to enhance life. To persevere in the challenge to build a peaceful society which places the
highest value on human dignity; to be undaunted by hardship — the mission of Soka University is to
nurture such creative humanity.

When taking this mission and responsibility into consideration, any person in the world of
academia is naturally required to have the highest ethics; it is obligatory for them to respect
fundamental human rights, to commit to intellectual honesty and to fulfill their social responsibility,
but moreover, it is essential to contribute to the development of the university and the peace of
humankind by fully understanding and implementing the noble mission and goals of the university.
This code is set forth as a foundation for realization of this mission and goal and as an ethical code

of conduct that every person in Soka University who engages in research activities involving human
subjects should observe.

@ Soka University Code of Ethics for Human Research
https: / /www.soka.ac.ijp /files/en/20210614 183447.pdf

@ Soka University Detailed Rules Regarding Ethics Review Procedure for Human Research
https:/ /www.soka.ac.jp /files/en/20210614 183503.pdf



https://www.soka.ac.jp/files/en/20210614_183447.pdf
https://www.soka.ac.jp/files/en/20210614_183503.pdf

WHO ARE REQUIRED TO APPLY FOR IRB PROCEDURES ?

Any Research and Survey involving human subjects inside and outside the University as

conducted by instructors and staff and by graduate students at the University

as well as to any Research and Survey involving members of the University conducted by

persons outside the University. (Article 3, The code of Ethics for Human Research)

a ~

»
u‘ el

‘)_ ’ I
Faculty and staff members Graduate students Researchers/Students outside of
of SOKA University at SOKA University SOKA University

*Except for professional
law school students

"



‘APPLICATION ELIGIBILITY GUIDE

You can check if you are required to apply for the IRB through the

following website (Google form).
https://forms.gle/q760z8nohXvEASQUA

BMfREFE A ZXRE T DR MIEEEH
sE =M A Soka University IRB
Application Guide

ZZTlE. [BUEAZE AEMRET DIHARMBEEES] OFBRFEFHRS(COVWTHERE TS
F9,

The application procedure of the Soka University Institutional Review Board for Human
Research can be confirmed through the following questionnaire.

BIFoU>o%EIC, BERE. QRA. EERRBEFRRNEEBELUCVLEIDT, ZsBEE
k/\o

Please refer to the following link for the application forms and related regulations.
https://sokauniversity.box.com/v/IRBforms



https://forms.gle/q76oz8nohXvEA8QUA

How to submit the application




SUBMISSION FLOW

_c Complete all required application documents

IRB Check List, FO1, FO2, FO3, FO6, Sample survey/interview questions, and etc...
https://sokauniversity.box.com/v/foms-guidelines-EN

gSubmit an Online IRB Application Questionnaire

Fill in the designated items on the IRB Online Application Questionnaire from
the link below:

https://forms.gle/6MNW9Uqg2opgvH7cs9

e Submit all required forms and documents
to the IRB office electronically via email

Attach the application form and other required documents in a PDF format and
send to: soka-irb@soka.ac.jp

*Please submit all electronic files as PDF.
* Attachments file size cannot not exceed 7 MB

Submit all hard copy forms and documents with
signature by mail or in person.

If you are overseas and cannot submit hard copies, you can submit only data via email.
However, please make sure to get the electronic signature of your supervisor in the FO1.


https://forms.gle/6MNW9Uq2opgvH7cs9
mailto:soka-irb@soka.ac.jp
https://sokauniversity.box.com/v/foms-guidelines-EN

IRB WEBSITE

https: / /www.soka.ac.jp /en/research /humanresearch

Soka University Institutional Review Board for Human Research

SOKA UNIVERSITY INSTITUTIONAL
REVIEW BOARD FOR HUMAN RESEARCH

Application Steps

STEP @: Check the Soka University IRB Application Guide

The application procedure of the Soka University Institutional Review Board for Human Research can be confirmed through the following
questionnaire.

Please answer the following questions to determine whether or not an application is required and to confirm the appropriate application method. The
necessary procedure will be indicated based on the results.

IRB Application Guide 7 >

STEP®: Download latest application forms

Please refer to the following link for the application forms and related regulations.
Prepare the necessary attachments, such as the documents related to informed consent and the questionnaire. Refer to the samples for documents
related to informed consent via the link below.

Latest application forms (£ >


https://www.soka.ac.jp/en/research/humanresearch

SUBMISSION DUE DATE

By 12:00 p.m., the 10th of every month

(Except for August)

e |fthe 10th is on a Sunday or National Holiday in Japan, the due
date will be 12:00 p.m. of the latest weekday before the 10th. Please submit the

* |[RB committee will not be held in August. application one month prior g8

* Researchers must apply and get approval from the IRB committee e res(a‘]
before starting their research activities.

* The start date of the research must be on or after the first day of
the following month for the submission of the application.

* In case you have started research activities before getting the
approval, the relevant application will not be acceptable.

* Please note that applications submitted after the deadline will be
reviewed by the IRB committee in the following month.

start date.




APPLICATION DUE DATE FOR THE PURPOSE OF WRITING
MASTER'S THESIS

Graduate students must apply to

the submission due date of the academic dissertation

o

For Graduate students to

complete in March
Paper submission deadline:
=Early January

IRB application deadline:

=July
*Since there is no IRB committee meeting in August




Submission documents

rd

(1) Document to be submitted

(2) Items to be Checked on the Forms

(3) Items to be Checked on the online application




BEFORE FILING AN APPLICATION:

« Discuss and consult with your supervisor/academic advisor
extensively about your research plan, research methods, etc.

« If you file an application for the first time, you are advised to submit
your application ahead of deadline in order for the IRB staff members

to check any parts missing or incomplete.

For Graduate Students, .
v Please have your application documents reviewed by

your supervisor. .
v Please obtain the signature from your supervisor on A
|

FO1.




‘(1) DOCUMENT TO BE SUBMITTED

e Sample surveys/Interview questions

G IRB online questionnaire
(Google Form)

o FO6 Permission to conduct a research

FO1 IRB Application Form (if applicable)

*If you conduct a survey or interview at a school or medical

institution, please obtain prior approval for your research
FO2 Explanatory Form from the school principal or facility director, obtain their

signature on the consent form, and submit the form to the
Institutional Review Board (IRB) office.

FO3 Informed Consent Form e IRB Application Check List



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

Please access the link below and respond to all required sections.
https://forms.gle/6 MNW9Uqg2opgvH7cs9

Discover your patential
assoRs

AAAT N ZNRET DA MEFEEF
§87)7 >4 — b Soka University IRB
Application Questionnaire

*English announcement follows

o [BHEAT AZHSRETIAARESRE S| CANRESEETHAT AL TRaE
BEFZEADL. BEEEELTILE L,

«EREEIET r‘% ‘\I Féuﬁf\et LOUZONSEETEEY. BEEEFENOL. TR
DAZS AL F A — bCZEEEEL.

AERLITBHEEFE T A IURNTEBRETHED (el EMAOA-ILT LR
& Trr— EERCETSNET.

SEANOEEESERFETERT TEES LSV (EEE)

C== 1)

s AZE{(ER108 - 12155 T (B - AECIBSEHOTE - 1283 T) %E20BEsE
BREE

[ERVEhE]

AEFEET EFRAREEESERER
{7 : T192-8577 ERANEFHAAAEN-236 EWEAF FEIFSHE 2R
Tel: 042-691-6904 (¥FHE 2R - FTREESE)
Email: researchmanagement@soka.ac.jp

#5085 « FES00~17:00. £9:00~12:00 (FFRITSEFEI0O0T 77 ILACERR
REICLNEETBREFHNET)

»A person who wishes to apply for an ethical review for human research must fill in the
following questionnaire and submit the application form te the Institutional Review Board
for Human Research with other required documents

sApplication forms can be downloaded from the following link. Prepare necessary
documents and fill in the following questionnaire.

<Application forms=

https:/sokauniversity box. com/v/IRBforms

s A person who wishes to apply for an ethical review for human research must fill in the
following questionnaire and submit the application form to the Institutional Review Board
for Human Research with other required documents,

s Application forms can be downloaded from the following link. Prepare necessary
documents and fill in the following questionnaire

<Application forms>

https://sokauniversity. box.com/v/IRBforms

e Attach the electronic files of the application form and other required documents to an e-
mail and send it to the IRB office. The email address for sending the documents will be
displayed after you answer this online questionnaire.

#Please submit the original signed application forms (F01) and required documents to the
IRB office (The postal mail submission is also acceptable)

[Due date]

By 12:00 p.m., the 10th of every month except August

*If the 10th is on a Sunday or Naticnal Holiday in Japan, the deadline will be 12:00 p.m. of
the weekday before the 10th.)

*IRB committee will not be held in August

[CONTACT]
Soka University IRB Office

Address: 1-236, Tangi-machi, Hachiaji-City, Tokyo, 192-8577 Scka University, Faculty
Affairs Office

Phone: 042-691-6904

Email: researchmanagement@soka.ac.jn

»Office Hours: Mon.-Fri. 9:00-17:00 Sat. 9:00-12:00 *It can be varied due to the on-
campus event/COVID19 situation

2R

AT LR

—ILPRLA

HARMAESE  Principal Investigator Name *

DA~ LTIEMCESEL,  Please provide your name in full

EEEAD

S Institution *
@) EWERF Soka University
() EWEZIFERAF Soka Women's College

O =i

il .—:rFiE Department

Please provide the name of faculty/

you belong to.

Graduate School of International Peace Studie

E%  Attribution *
() #EEE Faculty or Staff
(@) AFELE Graduste Student

O =it

WIFEEEE  Study Title ™

0O

h Plan” for plan:
nd “Rele ults” for plans to release the
vy for which the results are planned to be released. Note: As

&l dissertations are published as & collection, please check “Releasing Results™
on for master and doctoral research

without ex

] =#EtE Ressarch Flan

D 4FETHE] Releasing Result


https://forms.gle/6MNW9Uq2opgvH7cs9

(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

ETEX4>  Applying for *
AR - ABRZEMm T D18 (EREPOIAS - FARESD) (& [EhEstm] « ARRRZAFTT D5tEE
[nFetE] ZBRUTLEET0.  XAREFELUTWDERTBOBA @A (CF v ox ANT<L
JZEWV. XMELRY - BESRNERNEL UTHRITINDED. Aot [AKEtE] (CEFTvo%E
ANTLJZEL,  Select “Research Plan” for plans to conduct Research and Survey (including Research
and Survey currently being conducted) and “Releasing Results” for plans to release the research results.
Note: Check both for Research and Survey for which the results are planned to be released. Note: As
master theses and doctoral dissertations are published as a collection, please check “Releasing Results”
without exception for master and doctoral research.

=}isETE Research Plan

[E)
J\37%51iE| Releasing Result

* “Research Plan Only”: In case of conducting a survey and having no plans to publish the survey
results in a paper or presentation (“Research Change Protocol must be submitted when it needs to

be released)

* “Research Plan” and “Releasing Result”: In case of conducting a survey as well as releasing results
in a paper or presentation (It should be selected for Master's thesis or Doctoral Dissertation)

* “Releasing Result Only”: In case of using the results of surveys or other investigations conducted for
non-research purposes in the past for research purposes (It usually applies for surveys conducted as
part of a class, student outputs, etc.)



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

EHIETFEH Research will be started from *

Rl L TEEUSFEOER1HMESL T EZ0, BICEEEBEELTLE>TILNG
HRE. SETEFEFA. Inprinciple, enter any date in the month following the month in

which the application is reviewed. If a Research and Survey has already been started, the
application cannot be accepted.

yyyy/mm/dd

* The earliest possible research start date is the 1t of the following month
of your IRB application/review month.
=1f you submit your application on or before June 10,
your research start date must be set July 1 or later.

* In case interviews and surveys have already been started, the
application cannot be accepted.



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

IRF¥E T FEH Research will be completed by *
HRERBOAFRFENE2BESFARTFELGEIZAZEN. XA RE (Eo/ELm
FRRIE - BLERRE) DL - B G ECHSREREDRESE. BTFE
FROEMRETFED (BFEH) £UTIEEW,

- 3RETE=3R18H

cOFETE=9EDRE (EEICL->TERDFTTOT, BEESHEEIERUEEL,
EEUBOS 1 ZIETETROHENTRLAESE. SERCESEVWEShE{EE
LY)
DEFENRUIRSIRRAEEDETFER L TLREZL,

If the research results are planned to be released, enter the date on which the results are
planned to be released.
The commencement date of the Master's or Doctor's program can be regarded as the
completed date.

+ March Graduation: March 18th

+ September Graduation: Middle of September
*Please check the class schedule as it may vary depending on the academic year. If the
graduation ceremony schedule is unclear due to the timing of the academic year transition
or other reasons, please contact the IRB office for further information.

If the results are not planned to be released, enter the date on which the Research and
Survey is planned to be completed.

Ef‘ﬂ."’a [m]

O If there is a plan for publication, please write the expected date of publication as the expected
date of completion of the research.

O For a master's thesis or a doctoral dissertation, please set the following dates (when you
complete your program) as your expected research completion date.

* March 18th for those graduating in March

 Middle of September for those graduating in September (Please check the academic calender)



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

pepn Tano s (%N TEEEENT 380, RETHECEBETH3ILERAL, FE

- - . - BAEHETI N If the survey will be conducted during class, are you planni
EENTEET B8 [20M] FERL. BEANEEEAN GEOBar  Loos B CIn ywibe (CHNNg £fass, are you pianning
[FE] &AN) oL, ROBEICEI@E<ZZL.  If the Research and Survey is to explain that it is irrelevant to the grading evaluations and to obtain consent?
conducted during class, select "Other” enter the specific name of the subject (enter tobe ~ BIDERB T [EEM] Z#BRENAE. BIEFETY.  If you selected “out of class”

determined” if this is not yet determined), and answer the next question. for the previous question, you are not required to reply.
D FE5 Out of class O (401 YES
O zof O L NO

. Interview or survey should be conducted * If faculty members will use the collected

outside of the class hours data in the past classes for their research,
» In case of conducting research during the Informed consent form must be
class hours, give the course name obtained through a follow-up process.

 Describe the rational reason and
considerations for students who refuse to
participate on the FO1 form.



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

SEAEFE  Research Method *

ESRS3%E Questionnaire
- 24 E 2 — Interview
£REE Observation

#F#3 Audio Recording

#F%E Video Recording

00000

F DAt

« Please select the research methodology and provide detailed information in the
application form and explanatory document.

« If conducting interviews via platforms like Zoom and recording them, check the
"Audio Recording" or "Video Recording" option and create a consent item in the
consent form.

<Caution>
« Pay attention to discrepancies between the checked items here and the information

provided in the application form.



(2) HOW TO FILL IN “IRB APPLICATION QUESTIONNAIRE”
(GOOGLE FORM)

* Please select the means of anonymizing
personal information.

E&{bdDAE  Means of Anonymizing Personal Info *

O B A IBEH %= NE L0 Not collecting any personal information

O ERATEERLL (ERL. WEFzZFmkLALY) Unlinkable Anonymizing
(anonymize without correspondence table) S If you Wl” aggregate personal

© Linele Anomymizing (anonymize withconeapondence tale essanal o son e information by anonymizing after
enttied conducting an interview or survey,
please select "Unlinkable Anonymizing”.

O E&{k L 7L No Anonymizing

FEROEREOAEEZIRLIZIZA  Reason for choosing the above means of ° If you wa Nt to create a Correspondence

anonymizing *

Sio. MERETEERL] 5306 [ERELRV] BURTEE0RSN SBEENCERENBAST table and aggregate persona |

<. CNSEBRLIESE. TOAEEFSI S E£3CERLTLIEE 0, In particular, "Linkable . . .

Anonymizing” or "Mo Anonymizing” should not be actively selected from the viewpaoint of risk

management, and if these are selected, pleaze describe them in a way that shows the necessity. I nfo rm at I O n I n S u C h a Way th at th e

personal info can be identified, please
select “Linkable anonymizing".

rfhe reason why | chose "Linkable anonymizing

In particular, "Linkable Anonymizing" or "No Anonymizing" should NOT be actively selected from the viewpoint of

risk management, and if these are selected, please describe the valid reason in this form and FO1.




‘YOU CAN DOWNLOAD LATEST APPLICATION
FORMS FROM THE FOLLOWING URL

https://sokauniversity.box.com/v/foms-guidelines-EN

E FO1 IRB Application Form.docx
FO1 IRB Application Form (Sample)} *Please rea... @
FO2 Explanatory Form Sample.docx @

FO3 Informed Consent Form Sample.docx

FO4 IRB Protocol Change Form.docx =FO04 will only be required in case you will need

to change your research protocol once you got an

FO& Permission to conduct a research Sample.docx
g approval.

FAQs for the IRB Application Procedures(2021ver).pdf

Soka University Code of Ethics for Human Research_2017...

Soka University Detailed Rules Regarding Ethics Revi...


https://sokauniversity.box.com/v/foms-guidelines-EN

‘FOl IRB APPLICATION FORM

Soka University IRB Application Form

Principal Investigator (Applicant) Supervisor
Name Name
Department Department
Phone Title
Co-investigator(s)

Institutional Review Board on Human Research [Form 01]

Date:

Means of Storing and Disposing of Personal Information

| storage Life

WM mim/dd

implemented on April 1st, 2019,

*The doud storage including Google Drive cannot be acce

pted.

*The data storage life should be 10 years from the release date of research results accordingy%guideline

*Research data should be stored in a storage which is not accessible by the internet. (e.g. External HDD)

Summary of Research Purpose  *Please describe purpose of the research succinctly.

Release of Research Results

*Please describe the means of releasing the research results if applicable.

*Please be advised that you cannot start your survey/ interviews before getting approval from the Soka University
IRB committee.

Summary of Research Design and Procedures  *Please describe design and procedures of the research succinctly.

*Please make sure to indicate your detail research conducting plan including when, where, how long, how

*Frame can be extended depending on the length.

freguently. Signature

*In case you will conduct an interview/survey, please write the expect time to be conducted for the interview/survey Principal Dt
e:

and submit the list of guestionnaire or the Interview questions. Investigator

Participants’ gender, age, number, and reasons and ways of recruiting Supervisor Date:

*Please describe the information of your research participants including the participants’ gender, age, number, and
reasons and ways of recruiting. Espedally, if you select the teenagers or the disability person as your research
participants, detailed explanation will be required.

*Please make sure the points below as for the recruiting methods.

-Is the recruiting method appropriate so that the research subject can freely decide to participate in the research?

<Means of storing and
disposing personal info>
DThe data retention
period should be 10 years
from the date of the
release of research results.
(@Research data should be
stored in an external
storage device that is not
accessible by the internet
and should be secured with
a password.

Potential Risks to the Participants ~ #Please describe potential physical, psychological, and/or social risks to the participants.

*In particular, if your research participants are students, please refrain from conducting research during class hours.
If it is unavoidable for you to condudt an investigation during the dass period, you must prepare other
supplementary study materials for students who will not participate in the survey.

*Please describe the detailed reason why you could mention that there are no foreseeable risks to the research

participants.

Informed Consent
*Please specify how to obtain / where to collect the informed consent. (In the case of collecting at the publi
facilities, please explain if it is an enough quiet place where you can fully secure the privacy of your research
participant.)

*Please write the contact information of the academic advisor in the informed consent documents as well.

*Please describe how the participants will be informed about their rights to participate or not.

*Please describe that the research participant can withdraw his / her consent at any time during the research
period without any disadvantage in the informed consent and the Explanatory Form.

*If you will ask for cooperation from other institutions when you are conducting surveys for people outside Soka
University, a letter of consent signed by the principal of institution must be submitted to the committee and get
approval prior to conducting the survey.

*Blease submit an eriginal with the signature(s) and attachments to Faculty Administration Department.

Describe the research purpose, plan, and methods clearly.

Provide a detailed description of the attributes & number

of research participants/methods & reasons for selection.

<Potential Risks>

D Harm and discomfort to the participants should be described in detail,
assuming all possible risks that may occur.
@In case it is just shown like "None", it is not acceptable.




FO2 EXPLANATORY FORM

Study Title :

Sample: Explanatory Form Regarding Participation in Research

Principal Investigator : (Department) (Title)

1. Research outline (example items to include)

i Objectives of the study. research design, procedures

) Possibility of releasing the study results

3 Types of data, data collection methods. data collection period and approximate time
“ Rationale for selection of the participants

(3 Any anticipated risks, physical or mental impact and pain

(9] Potential benefits of the research to the participants or society

2. Protecting personal information

Methods of storing and managing. and destroving personal information

3. Participation in research

(1) Participation in this research is voluntary

(2) You will not be disadvantaged by choosing not to participate in the research M M M M
(3) You will be able to withdraw from the research anytime without being disadvantaged ¢ B e S u re tO I n C I u d e t h e e St I m a te d t I m e re q u I re d fo r

[€))] You will receive a copy of the explanatory form and consent form

4. Contact information
Student’s Name
Soka University, Faculty of
1-236 Tangi-machi, Hachioji, Tokyo, JAPAN

Tel.

Soka Unive:

* This is an important document to ensure that
research participants understand the purpose,
outline, potential risks of the research and so on in
advance.

* Please fill in the Explanatory Form regarding
human subjects according to the items listed on
the left.

the interview and questionnaire
If possible, when a non-native Japanese speaker

& Please write the
contact information of

your supervisor as well. distributes a written document in Japanese to

Supervisor’s Name {For Graduate Students)

rsity, Faculty of

1-236 Tangi-machi, Hachioji, Tokyo, JAPAN

Tel.

i *Please make sure the explanation above is consistent

P

Institutional Review Board on Human Research [Form 02]

i Application Form.

v *This form is a sample list of items that should be explained to participants. Please revise it

' accordingly.

1+ “Explanation must ke aasile com

with what is written in the IRB

students or others, it is recommended to have the
document checked by a native Japanese speaker
for accuracy before preparation.

& Please delete the text boxes in red



‘FO3 INFORMED CONSENT FORM

Sample: Informed Conzent Form

dw, rezearch desien, procedures and methods of protectins personsl nformation.

1 I =Eves to participats in this research

Plezze select the I=ms () which vou received explanation and under=tood

= Poszibi g study results

ArNCIpEnE

vzical or mental impact and pain

b= research to the participants or ociety

An informed consent form is a document that confirms if a
research participant understands and agrees to the contents of the
explanatory document.

Please prepare check lists that correspond to the contents of the
explanatory form.

Please use the checkboxes as much as possible, and carefully check
the contents of each agreement.

You may use a web survey form such as Google Form, instead of a
paper form, as long as the contents of the form can be submitted
in @ manner that the IRB Committee can check and review. Itis
advisable to design a web survey form which requires its
respondents to tick all checkboxes before moving to the following
sections of the form.

A COMMON MISTAKE: Please have the participants complete this
form AFTER the application is approved by IRB committee.
For the IRB review, please submit a sample form.



SAMPLE QUESTIONNAIRE/INTERVIEW QUESTIONS

If you plan to conduct surveys or interviews, please submit sample
surveys/interview questions (any format can be acceptable)

Please make sure to indicate the expected time required for the surveys/
interviews in the FO1 and the explanatory form.

If you are using Google form to conduct the survey, please submit the
screenshot of the survey as a PDF file.

Google Forms




FO6 PERMISSION TO CONDUCT RESEARCH

(IF APPLICABLE)

Permission to conduct a Research

I received a wrtten explanation by (principle investigator) . I sufficiently understood
about the objectives of the study, research design, procedures and methods of protecting personal information.
By signing below, I approve that (principle investizator) conducts histher research at
(Name of metitution)

Please select the items (") which you received explanation and wnderstood.

1. Research outline
o Objectives of the study, research design and procedures
o Possibility of releasing the study results
o Types of data, data collection methods, data collection period and approximate time
o PRationale for selection as a research subject mstitution
o Ay anticipated nisks, physical or mental impact znd pain
o Potential benefits of the research to the participants or society

2. Protecting personal mformation
o Methods of storing and managmg, and destroying perzonal information

3. Contact mformation

Date (yyyy/mm/dd) Sigmature

__________________________________________________

If you wish to conduct a survey with the
cooperation of companies, schools, or medical
institutions etc., you will need to submit the
“Permission to Conduct Research” form.

Please ask the head of each institution (school
principal) to sign the form in advance, and
submit it with other application materials.

This document should be submitted in the
“application” process before approval is given
by the IRB committee.



IRB CHECK LIST

Soka University Institutional Review Board for Human Research

Checklist for Application

After completing the application documents, please ensure that each item below is satisfied. and please

submit this checklist along with the application documents.

1. IRB Application Questionnaire {Google Form)

Slease check if your documents meet the requirements below, and check the checkboxes

: YES NO MIA,
accordingly.
The category of applying for "Research Plan” and/or "Releasing Result” is selected
o c:u:rrectly.GI e ERene ’ O 0 O
@ The research is going to be conducted on/after any date in the maonth following the manth in
which the application is reviewed. O
In case the data will be released, the expected date of publication was set as the date of
@ completion of the research. O
(In case of Thesis/Dissertation, the date of research completion is the date of graduation
ceremaony)
All research method is selected and the detail for each of them are described in the
@ application form. U u U
® The means of Anonymizing Personal Info was correctly selected with reference to p.18 of the
IRB application manual on the website. O 0 O
2. IRB Application Form (F01)/Explanatory Form (F02)
= - -
Iease_ check if your documents meet the requirements below. and check the checkboxes VES NO NIA
accordingly.
(I |The significance and purpose of the reséarch are"elgarly describeds. O O O
The Research Plan and Methods sectigi describes in detail when, where, how, and how
@ |much (both length and frequency) the survey and/or inteniew will be conducted and how the O O O
collected data will be analyzed.
@ In case the interviews, etc. are recorded or videotaped, it is clearly stated that the collected
data is used with meticulous care. 0 0 0
A detailed description of the attributes & number of research participants and methods &
reasons for selection is provided. O 0 O
It is stated that the survey will be conducted outside of class hours.
® {Ifyou chose "No,” please describe the rational reasons why the survey must be conducted during O 0 O

class time and the considerations for students who refuse to participate (e.q., preparation of

Key points to be especially reviewed for each
document are compiled in the IRB check list.

Once you have completed the preparation of
the application documents, please use the
checklist to verify the documents.

When submitting the application, please
attach the checklist at the beginning of the
application documents, ensuring that all items
are checked.
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NOTIFICATION ON THE REVIEW RESULTS

Application
acceptance

Applications will be
accepted once submission
of application documents
(both paper and electronic

data) is completed.
* Attachments file size must be

no larger than 7MB.

Review by the IRB
committee is
conducted

Review Results will

be announced

In case of “Approval with

Conditions”, resubmit revised

documents

o
oy
Applications received
by the 10th will be
reviewed by the IRB

Committee except for
August.

@

The IRB office will
inform the applicants of
the review results via e-
mail by the end of the
month.

If the review result is “Approval
with Conditions", “Continuous
Review”, please revise the
submitted documents and

resubmit them to IRB office.

*Please be advised that you
cannot start your research activity
until you get approval.



EXAMPLE OF REVIEW RESULTS

Approval Approval with Conditions

Your application is fully approved. You can start The IRB office shall notify the researcher of the matters
your research as scheduled. If there are some requiring amendments and then the “Approval” shall
recommendations, they are indicated as “notes”. be decided upon confirmation of the results of the

This does not necessarily require the revision of amendments by the Review Board.
your application documents *Please be advised that you cannot start your research

activity until you receive the approval notice
O 1 submitting revised application documents.

Continuous Review Disapproval

Some considerable amendments are required in the o ” : :
Disapproval” shall be decided in the event
research plan. The researcher may apply for a second ) _
review in the next month after revising the application tha-t the research plan is de'emed to violate
documents. Article 4 of the Code of Ethics for Research.
*Please be advised that you cannot start your research Re-submission is not allowed.
activity until you receive the approval notice after
submitting revised application documents.



IN CASE OF “APPROVAL WITH CONDITIONS”

* Please submit the revised documents via email.

* The revised sections should be indicated in red.

* Printed documents are not required to submit.

* The revised application documents will be reviewed at any time without waiting
for the next meeting of the IRB Committee. (It may take 7-10 business days at
least)

* Please be advised that you cannot start your surveys or interviews until you
receive the approval notice after the submission of your revised application
documents.

Please submit your IRB application as early as possible in

anticipation of a possible delay due to the approval with conditions.






‘ FAQs

Q. If | want to change the approved research plan, what procedures do | need to follow?

A. You need to submit the “FO4 IRB Protocol Change Form” and get an approval from IRB committee. Please fill in the form and
submit to IRB office once you prepared the documents. This application will be reviewed at any time without waiting for the next
meeting of the IRB Committee. (It may take 7-10 business days at least)

Q. Is it possible to modify or add documents after the application documents have been submitted?

A. In principle, it would not be acceptable for any modification and changes after the submission, however, please consult with the
IRB office first. Also, if you would like to cancel the application, please contact the IRB office at your earliest convenience.

Q .l am going to conduct the survey overseas, | am preparing the necessary documents for the survey (documents related to
informed consent, questionnaires, etc.) in the local language. May | submit documents in the local language when applying?

A. In principle, please create the required documents and conduct your research in the language that the research participants use
in their daily lives. If you need to use a language other than the one spoken by the research participants, please provide valid reasons

in the application form.
Please make sure to attach the translation documents (Japanese or English) if you prepare the documents in the local language.

Q. How should | respond to the "Notes" section in the IRB review results?

A. Inthe section of "Notes”, the list of recommendations that the applicant should keep in mind is indicated. It does NOT mean
that the applicant is required to revise/resubmit the application documents. It is on the discretion of the application whether/how to
respond to the notes.




‘ FAQs

Q. 1 am planning to conduct surveys/interviews at companies, hospitals, or educational institutions.

A . Please obtain “FO6 Permission to conduct research” from the head of the institution in advance, and submit it to IRB office
together with the other application documents.

Q. How long should my research data be stored?

A. The data retention period should be 10 years from the date of releasing research results according to the guidelines

implemented on April 1st, 2019.
*As for the graduate students, the day of the completion Master's or Doctor's program can be regarded as the releasing date of the

master's thesis or the doctoral dissertation (March 18th for those graduating in Spring or September 11th for those graduating in
fall )
Q. Are there any designated means on how to store my research data?

A . Research data should be stored in an external storage device that is not accessible via the internet and should be secured with a

password.

Q. Can | use the questions and answers from the final/mid-term examinations for my research?

A. In principle, the use of questions and answer sheets in the final/mid-term exams for research is not permitted, as they are
information that should be treated with the utmost care and security for the purposes of both teaching and management of
personal information. However, the use of final/mid-term exam questions and answer sheets for research is permitted only if the
following conditions are met.

* Prior consent must be obtained from the students.

* The student’s personal information must be anonymized.




FAQS

Q. Should | prepare the explanatory form and the informed consent form for both questionnaire

and interview each by each?

A. If the participants differ between the questionnaire and interview, or if you select interview participants
from the questionnaire, it is considered appropriate to create separate explanatory forms and consent forms.
However, if you are conducting both questionnaires and interviews with the same participants simultaneously,
it is possible to combine them into a single explanatory form and informed consent form.

Q. Is it ok to contact a potential Target Person informally in advance to check if they are interested

in the research, without asking interview questions?

A. There may be situations where informal communication with your research participants is unavoidable
before requesting their participation in your research. The IRB committee does not oversee or regulate such
preliminary communication. An explanatory form, informed consent form, and interview questions cannot be
sent until the IRB committee approves; however, it is ok to contact potential Target participants in advance to
make sure they have any interests in your research.
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