Research projects requiring IRB review

1. Clinical Trial Research and Biomedical Research
e.g. drug trial, medical device trials, invasive and non-invasive measurement, medical
sample analysis (blood, human tissue)

2. Epidemiological Research
e.g. treatment history check, health record, medical record, genetic code, disease outbreak

3. Social Science Research
e.g. behavioral research, social science, psychology, economics, questionnaire, interview,
observation, food tasting, satisfaction survey for product/service

(If you require IRB review, please submit documents to the IRB Subcommittee of the
Faculty/Office for the KMUTT-IRB Approval prior to initiation of any research procedures.)

People/Units involved with Human Research/Research

Researcher/Research
Funding Agency:

designing of experiment/carefully
conducting research that takes
into account benefits and affects
of participant

Participant:
ﬂ knowing their own rights, and

reporting researcher concerning
any unusual or adverse events

University: IRB:
providing policy, regulation, and certifying, monitoring, and
resource for supporting research controlling the conduct of research

for the execution of law or
regulation by ministry or
department

Authority Agency:
having responsibility and control

Important Notes
Widely Used of Human Research Ethics
The Belmont Report

1. Respect for Person
Informed Consent Form
¢ Respect for human dignity
« Participants should be presented with relevant information in a comprehensible format and
then should voluntarily agree to participate. (Free and Informed Consent)
* Respect for vulnerable persons
* Respect for privacy and confidentiality

2. Beneficence, Non-Maleficence
Documents providing a research design, risk, benefit, information should know for participant’s
decision.

 Balancing risks and benefits

¢ Minimizing harm

* Maximizing benefit

3. Justice
» The selection of participants
¢ Avoiding discrimination
» The experimental group and the control group obtaining the same best outcomes after

the research
—
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Examples of Vulnerable Subjects
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Elderly people Children Human fetuses / Pregnant women
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Employees / Patients with serious Socially and Economically Disadvantages
Students infectious diseases or i.e. beggars, the disabled, sex workers, prisoners,

chronic patients or foreign workers

For further information, please contact

Research Ethics and Compliance Unit

Research, Innovation and Partnerships Office (RIPO)
7t Floor, Office of the President Building

King Mongkut’s University of Technology Thonburi
Tel. 0-2470-9623

E-mail: ethics@mail.kmutt.ac.th

https://ethics.kmutt.ac.th/
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Principles of
Human Research Ethics

IRB

Research Ethics and Compliance Unit
Research, Innovation and Partnerships Office (RIPO) KMUTT



Summary The Process of IRB Evaluation for Human Research
KMUTT Announcement on the Administration of Human Research/B.E{2559 (A.D.2016) Please sendtherequired documents to’ email: ethics@mail:-kmutt.ac.th = Online Submission-ONLY-

1. To raise awareness about conducting research in human
» To comply with international ethics standards
» To consider the ethics of conducting research
 To protect right, to build safety and to reduce risk that may affect participants

IRB-Checklist FSASSEELEERE Type of Review EEEXERR Documents Required N IRB Approval Process

4 R\ N\
2. To establish KMUTT’s Institutional Review Board (KMUTT-IRB) _ 1. RIPO-01 Form (1 Submitting' documents to the IRB -
« To set rules, guidelines, and mechanism regarding human research review Less than Exemption 2. IRB-Checklist Subcommittee atithe Faculty/Office
« To approve or disapprove research project, to monitor the research progress, to inhibit Minimal Risk Review 2 :gaz;,l;(r)cr:rl-’?':)posal Q2 2. K&?TT"RCB; rzl_evilngfrgolect tbn OB
i ; . >> Obtaining Certificate of Exemption
orto terminate a.n.y urlethllcal reseprch . . O 5. IRB Training Certificate which'is \valid until the end of research project
« To suggest modifications in the research proposal to conduct in accordance with IRB 6. Research Tools 3. Infotming the closute bf prdject
requirements No 7. Thesis/Project Proposal Examination (IRB Form-04)
() (If any)
i N VAR )
What is Human Subject Research? IRB Approval 11 _ Expedited 1. RIPO-01 Form 1. Submitting documents to the IRB -
Process Minimal Risk Review 2. IRB-Checklist Subcommittee at the/Faculty/Office
It refers to the research involving healthy people or patients who agree to join 2 :EB'FO"V:;OZ I oL 2. KMUTT-IRB rev_lfgwmg F:'Xlec" oA
research in various methods to gain knowledge in the fields of Health or Medical O - Research Froposal >> Obtaining Certificate of Approval (COA)
Sciences (including Social Sciences, Behavioral Sciences and Humanities related 5.IRB Training Certificate which is yalid for 1 year . _
to health). No 6. Research Tools 3. Ser'ldlng progress report until closing the
¢ ° 7. Informed Consent/Form project (IRB-FORM-03)
Excluding the practice of medicine which is disease prevention process, diagnosis and 1 ) * 8. Thesis/Project Proposal/Examination 4. Informing the closure of project
treatment If an IRB'Form-04
~——t (If any) ( )
(Source : Assessment Guidebook to Government Sectors’ Research Proposal submitted for Research More than Full-Board J k /
Fund in the Fiscal Year B.E. 2557 (A.D.2014)) . \s )
K und in The Fiscat Tear ) Minimal Risk Review (Minimal Risk - means that the probability and magnitude of harm/or/discomfort/anticipated in the research are\
not greater-in-and of themselyes'than those ordinarily encountered in daily life or during the performance of
routine physical or psychological examinations or tests.

USource - US-Code-of Federal Regulations Title 45 Public Welfare Part/46 Protection of Human subjects) )

*Submitting. for IRB-Review toreceive IRB'Review Certification is needed prior to'the start of any research activities.

What is Human Research Ethics? (such-as, before disseminating guestionnaire’or before/interviewing the first participant)

Regulation, rule or guideline for researcher and people involved to conduct IRB Training Course
research for public benefits. Participant who may be at risk and adversely
affected will be protected their rights and welfare. )
' 1 ' 4 In order to realize the importance of human research and guideline of research ethics 2. For Master and Bachelor Degree Students/Project Advisor of
. J ) evaluation at KMUTT and to be ready for Principal Investigator (Pl) to conduct research Undergraduate Students
\ (\ « 3- hour training courses
Two Types of IRB Training Courses » Obtaining IRB Training Certification
« Suitable for ‘less than minimal risk’ project and to Project Advisor of
1. For Pl/Lecturer/Researcher/Doctoral Degree Student Undergraduate Students
» 6- hour training courses « Validity period for IRB Training Certification to 3 years
» Obtaining IRB Training Certification « Follow the news about IRB Training Course at Research Ethics and Compliance Unit, RIPO

[\

« Suitable for ‘more than minimal risk’ or in-depth research project




