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https://www.mtu.edu/research/integrity/hu

man-subjects/

Is your project 
considered 
research?
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Research

A systematic investigation, 
including research 

development, testing and 
evaluation, designed to 
develop or contribute to 

generalizable knowledge.
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What is Research 

Ethic?

https://www.scu.edu/mobi/resources--

tools/blog-posts/ethics-in-life-and-

business/ethics-in-life-and-business.html

About norms, values, right 
and wrong, good and bad, 
and what ought and ought 

not to be done in the context 
of research. 
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Significant events in research involving 
human subject

Historical cases Ethical concerns Results

Nuremberg Doctors Trial Nazi Significant violations of 
personal autonomy, 
malevolence, unjustifiable 
harm

Nuremberg Code 

Declaration of Helsinki 

Stanford Prison Experiment, 
1971

Deception, emotional and 
psychological harms, 
violations of privacy and 
confidentiality

Research Principles, 1973

Tuskegee Syphilis Study Uninformed consent, injustice, 
risk to participants and family 
members

National Research Act, 1974
The Belmont Report
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Does your research 
involve human 

subjects?

https://orise.orau.gov/health-
surveillance/human-subjects-research.html
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Human subject

A living individual about 
whom a researcher obtains:
(1) data through intervention

or interaction with the 
individual or

(2) identifiable private
information.

https://www.denverpost.com/2015/01/09/t

he-future-of-the-job-what-humans-do-

better-than-robots/



9

Human subject

Interaction includes 
communication or 

interpersonal contact 
between investigator and 

subject.
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Human subject

Intervention includes both 
physical procedures, in 
which, data is gathered 
and manipulation of the 
subject or the subject's 

environment is executed 
for research purposes.
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Human subject

Private information includes 
information about behavior 

that can be expected from an 
individual without 

observation or recording 
taking place. 
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Why you need ethical approval?

Protection for 
participants, 

and also helps 
to protect the 
researcher.

Adhered to 
the accepted 

ethical 
standards of a 

genuine 
research 

study.

Funder & 
publication



What are the key principles in 
research ethics?
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Respect for 
persons 

(and their 
autonomy)

Beneficience

Non-maleficence

Justice
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When do I need to apply for Human Research 
Ethics Approval at UPSI?
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Human Subject Research
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Human Subject Research
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Human Ethical Approval flow 

chart

• The process involves application → 

panel review → committee meeting → 

decision (approve, amend, or reject) → 

final approval or cancellation.

• Researchers must follow timelines 

strictly (7 days for minor amendments, 60 

days for major amendments or appeals).

• Otherwise, the application will be delayed 

or cancelled.
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Application Timeline and Review Cycle

•Reviews are conducted 
on a monthly basis, in 
accordance with the 

submission deadlines.
•Applicants are strongly 
encouraged to submit 

their applications at least 3 
months before the 

intended start of data 
collection.
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Plan your submission properly

Submissions received after 
the application dateline will 

be carried forward to the 
following month’s review 

cycle.

Applications must be 
submitted before the 

dateline of each month 
to be considered for 
that month’s review 

cycle.
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If You Are a Postgraduate Student

1. Meet and discuss with your supervisor first.

This ensures your research proposal is ethically 

sound and ready for submission.

2. Visit the RMIC website or go directly to:

http://rmic.upsi.edu.my/research-ethics-

management/

to start your Human Research Ethics 

application.

If You Are a Lecturer/Researcher

1. You may directly visit the RMIC website or 

go straight to the same link:

http://rmic.upsi.edu.my/research-ethics-

management/

to begin your Human Research Ethics 

application.

http://rmic.upsi.edu.my/research-ethics-management/
http://rmic.upsi.edu.my/research-ethics-management/
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http://rmic.upsi.edu.my/research-ethics-management/
http://rmic.upsi.edu.my/research-ethics-management/
http://rmic.upsi.edu.my/research-ethics-management/
http://rmic.upsi.edu.my/research-ethics-management/
http://rmic.upsi.edu.my/research-ethics-management/
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PLEASE GET YOUR OWN HUMAN 
RESEARCH ETHICS MODULE 
ONLY AT RM25

Scan to buy the 
e-module

Scan to buy the 
hard-copy 

module
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Should I use AI to prepare my Human 

Research Ethics application?

Use AI for: 

• Clarifying wording, grammar, and 

readability (e.g., lay summaries, 

PIS/consent plain-language edits).

• Formatting, checklists, timelines, and 

consistency checks.

• Translating between English/Malay (then 

you verify technical terms).



http://rmic.upsi.edu.my/human-research-ethics/

&

Click “ETIKA PENYELIDIKAN MANUSIA”

24

Browse - https://rmic.upsi.edu.my/

&

Click “RESEARCH ETHICS”

1.

2.

How to start? Download Human Research 

Ethic form  

SCAN ME

http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
https://rmic.upsi.edu.my/
https://rmic.upsi.edu.my/
https://rmic.upsi.edu.my/


How to start? Download Human Research 

Ethic form  
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3.
4.



Human Research Ethic Application Form
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Human Research Ethic Application Form

Provide 

information about 

the research title, 

research code 

and research 

design 

Provide details 

concerning 

yourself include 

name, telephone 

number, email, 

office address, 

department, and 

faculty.

Principal Investigator (PI) – A Principal Investigator is the primary individual responsible for the preparation, conduct, and administration of a research

grant, cooperative agreement, training or public service project, contract, or other sponsored project in compliance with applicable laws and regulations 

and institutional policy governing the conduct of sponsored research.
27



Human Research Ethic Application Form

Provide 

details about 

investigators 

involves in 

this 

research. 

Please state 

what type of 

your 

research 

28

For postgraduate 
students, you are 

strongly advised to 
discuss and review 

your application 
with your 

supervisor before 
submission.

Include all co-researchers (internal and/or external) in this 
section of the application form and ensure each of them 

signs the declaration



Human Research Ethic Application Form

Provide details 

about the start and 

end date of the 

research and the 

duration of the 

research. 

Provide 

details about 

location you 

will conduct 

the research

29

The ethics approval is only 
valid until the project’s end 

date as stated in your 
approval letter.



Human Research Ethic Application Form
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Human Research Ethic Application Form

This section 

asks detail 

about other 

reviewer for 

your 

research. 

http://rmic.upsi.edu.my/human-research-ethics/
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http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/
http://rmic.upsi.edu.my/human-research-ethics/


Human Research Ethic Application Form

Provide the maximum numbers of subjects 

involved in this research. 

If your research involves children or vulnerable 

people, you are required to tick any subjects in 

the section. If the subjects are not in the list, 

please specify the subject(s) involved in your 

research.

Human subjects who are comparatively or entirely inept of 

defending their own well- being. These subjects require 

additional care to protect their rights.

32

Type of 

vulnerability

Cognitive and communicative vulnerability

Juridical or institutional vulnerability

Deferential vulnerability

Medical vulnerability

Economic vulnerability

Infrastructure vulnerability

Social vulnerability



Human Research Ethic Application Form

Provide details regarding the recruitment process 

in step by step manner. 

You have to provide details information about 

inclusion and exclusion criteria for you subject. 

Inclusion criteria are characteristics that the prospective 

subjects must have if they are to be included in the study. 

Exclusion criteria are those characteristics that disqualify 

prospective subjects from inclusion in the study.

33



Human Research Ethic Application Form

State the name of the devices and the reason to 

use the devices in your research. Please provide 

any specific protocol that need to be followed and 

relevant document when using the devices.

This section ask about biological/ chemical material 

used/consumed by the subjects? 

34

i.e. blood, urine, semen, 

vaginal secretion, human 

tissue



Human Research Ethic Application Form

This section is concerned with the details of risks 

and benefit in the research specifically to 

subjects. 

Provide the risks to the subject that will be 

involved and reasons need to be conducted 

despite its risk. You will also describe the steps to 

be taken in reducing the risk by providing the 

relevant document(s) if applicable. 

The benefits for the subjects also need to be 

explained. 

35

Potential harms for research participants: physical harm, 

physiological harm, disrespect or harm to dignity, social or cultural 

harm, privacy harm, economic harm, legal harm, data harm, 

autonomy harm



Human Research Ethic Application Form

36

The benefits for the subjects also need to be explained.

Benefits could include:

• Gaining new knowledge or skills

• Receiving health information or feedback

• Contributing to scientific knowledge that may help 

their community in the future



Human Research Ethic Application Form

Provide details regarding the confidentiality 

arrangements you are intending to implement. 

You will describe the procedures for protection 

the anonymity in your research. You will also 

have to explain procedures you will use to protect 

the confidentiality of your data. 

Confidentiality refers to a condition in which the researcher 

knows the identity of a research subject, but takes steps to 

protect that identity from being discovered by others.

Anonymity means that there is no way for anyone (including the 

researcher) to personally identify participants in the study. This 

means that no personally-identifying information can be 

collected in an anonymous study.

The more pieces of information that are 

presented together, the easier it is to 

identify someone.

37



Human Research Ethic Application Form

38

Describe the information about the process of 

obtaining informed consent from the subjects. 

Also, describe your approach in ensuring that the 

subjects are voluntary participate in your 

research. 



Human Research Ethic Application Form

Attach a description of the following documents 

such as research proposal, informed consent, 

Guardian's/ Parent's consent (if applicable) and 

any related documents which will distributed to 

the subjects (etc. letter, questionnaires or flyers).

39



Human Research Ethic Application Form

40



Human Research Ethic Application Form

41
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Human Research Ethic Application Form

44

The review and approval process typically takes 
between 30 to 90 days from the submission deadline. 

The exact duration may vary depending on factors such 
as the complexity of the application, the nature of 

reviewer feedback, and the timeliness of the 
applicant’s response to any requested revisions or 

additional information.
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Post-Approval for Renewal Requests
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•Submit your amendment request at least 60 days before your 
ethics approval expires.

Requests submitted after the approval expiry date will not be 
accepted. A new ethics application will be required.

Failure to comply may result in the withdrawal of your ethical 
approval.

Post-Approval for Amendment Requests

Major amendments are defined as changes to the 
protocol which substantially changes the study design 
or analysis plan and potentially alter the risk-benefit 
profile of the study. For example:
• Change in the primary hypothesis
• Change to the design of the study
• Additional outcomes or exposures
• Use of additional linkages to other databases.
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Human Research Ethics Auditing Program 

• All ongoing projects which have human research 
ethics approval from UPSI may be audited in 
accordance with the Guideline.

• Projects are audited to ensure research is 
conducted ethically, legally, safely and in 
compliance with the protocol and conditions 
approved by the Human Research Ethics 
Committee.

• Projects are selected to be audited based on:
- Request by the Human Research Ethics 

Committee
- Risk
- Random selection
- A complaint

If your project has been selected to be 
audited you will be contacted by the 

Secretariat who will provide you with 
more details.
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PLEASE GET YOUR OWN HUMAN 
RESEARCH ETHICS MODULE 
ONLY AT RM25

Scan to buy the 
e-module

Scan to buy the 
hard-copy 

module
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HUMAN RESEARCH ETHICS FAQ

Download me!!!



Thank You
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Human Research Ethics Secretariat
etika.manusia@upsi.edu.my

Dr. Syazwan Saidin
+60132661405

Ms. Farahathirah Mustaffa 
+605-48797743

You will be notified you by 
email once a final decision has 

been made on your application.

mailto:etika.manusia@upsi.edu.my


Requirement for Ethical Research

51

Scientific value

Each study must have social 
or scientific significance. The 

treatment or hypotheses 
being tested should improve 

health and well being or 
increase knowledge about 

the research area.



Requirement for Ethical Research
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Scientific validity

Research or clinical research 
should be well designed not 
only to ensure its scientific 
quality but also its ethical 

propriety



Requirement for Ethical Research
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Fair subject 
selection

Fair subject selection means 
that vulnerable individuals or 
“convenient” sample are not 

unfairly targeted for risky 
research; and the rich and 
socially powerful are not 
favored for potentially 

beneficial research. 



Requirement for Ethical Research
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Favorable risk 
benefit ratio

There is always an element of 
risk in research or clinical 

research.



Requirement for Ethical Research
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Respect for 
research subjects

Individuals must continue to 
be treated with respect from 
the time they are enrolled, 

throughout their participation 
and even after their 
participation ends.



Requirement for Ethical Research

56

Informed Consent

Informed consent is a 
procedure through which a 
competent subject, after 
having received and 
understood all the research-
related information, can 
voluntarily provide his or her 
willingness to participate in a 
research.



Requirement for Ethical Research

57

Independent 
Review

important for social 
accountability; assures the 
public that human subjects 
who enroll in trials will be 
treated ethically. 
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