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INTRODUCTION (1)

Requirement for research ethics approval

UITM REC approval is mandatory for all research involving human subjects*, conducted by:

l.  UiTM staff

.  UiTM students

lll. external parties conducting research on UiTM staff and students, and/or in UiTM
premises

*UITM Policy for Research Ethics Involving Human Subjects (2019)




INTRODUCTION (2)

Research ethics application guidelines

Ethics application forms can be accessed online at the following URL.:
https://uitmethics.uitm.edu.my/vl/index.php

Use the latest version of application forms (revision 2019/2020)

REC1: Flowchart of Research Ethics Approval summarizes the approval process

To apply for research ethics approval, fill up forms REC2, REC 3, REC4, REC5 and
REC 12 (if subjects are minors)

To apply for exemption from ethical review, fill up form REC11

Ensure that the application forms are complete and signed by members of the
research team before submission

. Submission of all forms prescribed by the REC must be in English, with the exception

of research conducted in other languages (with Senate approval)



https://uitmethics.uitm.edu.my/v1/index.php

INTRODUCTION (3)

Research ethics approval application

Viil. Before submission to the REC, applications for ethics approval or exemption from
ethical review must be approved and endorsed by the Faculty/State Research
Committee
Only completed forms will be forwarded for REC review. Incomplete applications

and applications with major grammatical errors will be returned to applicants for
amendments

Any data collection instruments requiring respondent/subject/participant input must
be prepared in both Malay and English languages, and other language/s understood
by the respondent/subject/participant (if necessary)

All required documents must be submitted to the REC within two (2) working weeks
before the REC meeting for the month (schedule of REC meeting is available on the
REC website)




REC 1 FORM

Flowchart of Research Ethics Approval

Carta Alir Kelulusan Etika




Flowchart of Research Ethics Approval Application

Personnel

Flow

Process! Activity

Recordireference

Researchers &
Faculty

Researchers

Research proposal presentation at the
Faculty/State.

Froposal

Researchers

Secretariat
of the Faculty /
State Research
Committes

Secretariat
of the Faculty /
State Research
Committes

Complete the relevant ethics approval
application forms:

1. MApplication Form for  Ethics
Approval (REC 2).

2. Research Risk
Form (REC 3).

3. Subject Information Sheet (REC
4) and Assent form (REC12) (if
applicable).

4. Checklist for Applicants (REC 5).
OR

1. Application of Exemption from
Ethical Review (REC 11) ({if

applicabli).

Classification

Forms: REC 2,.3.5
and 4/12

Form: REC 11 (if
applicable)

Submit Forms (REC 2,3,5 and 4 andi12
(if applicable) or REC 11 (if applicabla),
and other relevant documents (e.g.
questionnaires, survey form, interview
protocol) to the Secretariat of the
Faculty/ State Research Committee.

Forms REC 2,3.5 and
412, or REC 11.
Oither relevant
documents.

Check for completion of Forms REC
2,3,5and 412 or REC 11 are

completed.

Forms REC 2,35 and
412 or REC 11
Oither relevant
documents.

Submit completed forms (“softcopy)
and related documents o Secretariat of
the REC, at least two (2) weeks before
the subsequent meeting.

* Please upload the softcopy (scanned
forms) at the following link:

https:fforms. gle/KdyiMMMNsLT2ZURELT

or email recuitmsubmiti@gmail .com

Cover letter from
Faculty/ State
Research Committea
Forms REC 2,3.5 and
412 or REC 11
[softcopy).

Other relevant
documents.




REC Secretariat

REC Secretariat

Check for completion of Forms REC
2,3,5 and 4/12 or REC 11.

Forms REC 2,3.5 and
412 or REC 11.
Oither relevant
documents.

Sends applications to reviewers

Formms REC 2.
Other relevant
documents.

REC Secretariat

REC Secretariat

Confirm that quonum is met for REC
meetings scheduled on the 3™
Tuesday of every month

Motice of Meeting

Send invitations to researchers (of
'More than Minimal Risk’ study
protocols) for fullkpard presentation
to the REC

Letter of Imvitation

Report on expedited review
applications®.

Deliberation and decision on
research ethics approval
| _applications

Minutes of Meeting

Approvals without Amendment:
Decizion will be moinuiad,

Minutes of meeting

Conditicnal Approvals:

Minor corrections: Amendments
within one (1) month.

Major comections: Amendments
within three (31 months.

Forms REC 2-5.
Cither relevant
documents.




REC Secretariat

Researchers

Researchers

Inform researchers of the decision:
1. Within two weeks of the
meeting for fullboan,
presentations.
Within a week of review
decigion for expedited
FEviaw

Letter of Approval/
Conditional Approval’
Reprasent/

Resubmit

Update the committee of progress
and changes in protocol.

Submit progress report to the REC
every 6 or 12 months after receiving
ethics approval.

Farm REC G

NS

Submit Research Completion
Report Form to the REC upon
within 2 months of study completion

Farm REC 8

*Decizion on expedited review will be given within one week of completed review




REC 2

Application Form for Ethics Approval

Borang Permohonan Kelulusan Etika




REC 2

REC 2 consists of the following 5 sections:
|. Part A: Researcher Details
[l. Part B: Research Details
[l1l. Part C: Funding
V. Part D: Agreement to conduct the research project.
V. Part E: Verification of Faculty/State Research Committee

Applicants are required to complete ALL sections.




Part A : Details of Researcher

Tajuk Penyelidikan :
Title of Research Project :

BAHAGIAN A: Maklumat Penyelidik

Title should contain the independent variable, dependent
variable and population. Do not exceed 15 words

Nama Penyelidik*:
Name of Researcher :

Researcher can be undergraduate student/ postgraduate
student/ staff or external applicant

Nama Penyelia:
Name of Supervisor :

Supervisor (for undergraduate or postgraduate students)

Alamat Jabatan/ Hospital/

Institut.
Address of Department/
Hospital/ Institute :

Department, Faculty, Campus or External Institution

No.Telefon/ Emel :
Contact No/ Email :

Contact details of the researcher (not the supervisor)

Nama Koordinator
Kajian™:

Name of Study
coordinator:

No.Telefon/ Emel**:
Contact No/ Email:

This section is for Clinical Trials only.
Il f the study is not a CIi
appl i coabd leawe blank.

[[] *Sarjana Muda / Undergraduate
[[] *Pasca Siswazah / Postgraduate
[C] *Staf/iPensyarah / Staff/Lecturers
[[] *Pihak Luar / External

Please select (tick) the appropriate option

[] * Untuk Kajian Klinikal Sahaja / For Clinical Studies Only




Adakah penyelidikan ini memerlukan kelulusan Jawatankuasa Etika Penyelidikan Luaran? Sel ect ( ffthecstudy infolves préemises
(conioh MREC) governed by external bodies (eg. Studies conducted at
Does the research require an external Research Ethics Committee approval? (e.g. . . . .

MREC) the Ministry of Health hospitals require approval of the
Bivarves | Extemal CommitesName Medical Research Ethics Committee (MREC).

' Provide the name of the external Research Ethics

Committee.

[ Tidak / No

Dana Penyelidikan:  Ada/ Jiada ) ) T
Research funding: Yes/ No Sel ect ( tfthecstudyisfuNdeds 0 i

Select (tick) fANoo i1 f the

Jika ada, sila lengkapkan bahagian C.
If obtained, please complete section C.




BAHAGIAN B: Maklumat Penyelidikan Part B : Research Details

ian B1
Part B1

Temubual

Interviews

] Kumpulan focus

Focus groups

(] Soal selidik

Questionnaires
[] Kajian tindakan
Action research

] Pemerhatian

Observation

L] Kajian kes
Case study
B Kaiian Kinikal
Clinical trial study
B Kaian | :

Intervention study

[J Reked peribadi

Personal records

[J Apalisis data sekunder.
Secondary data analysis

[J Lain-lain, (nyatakan)
Others (provide detalils):

Select (tick) the appropriate research
details (you may select more than one)




Bahagian B2
Part B2

3

Latar belakang:
Background:

(Keterangan ringkas tentang masalab yang dikaji dan penyemakan liferatur untuk
Wimmmyangm.mmmm

(A brief explanation of the problem to be studied and literature review to support. Please
append if more space is required)

Penyataan masalah:

Problem statement:

References:

Briefly describe the study.

The description should include the
independent variable, dependent variable
and the population

Include only references cited in the
Backround Section




Objektif penyelidikan:
Research objectives:

Should be numbered.
Use measurable verbs (eg. to compare, to
measure etc.)

Faedah yang dijangka:
Expected benefits:

Briefly describe social benefits to the study
subjects/researchers/stakeholders, and
expansion of the existing knowledge




Tarikh penyelidikan bermula-berakhir:
Date of research commencement-end:

For undergraduates studies, at least two
semesters or until the studyis completed.
(eg: March 20207 February 2021)

Jangkaan tarikh pengumpulan data bermula:
Expected date of initial data collection:

Date should be after REC approval.

Allow at least two months interval from the
date of complete document submission
(eq. if completed documents are submitted
in March 2020, expected date of initial data
collection should be in May 2020)




Lokasi penyelidikan dijalankan:
Location of research:

Location should be specific (eg: Faculty of Sports Science, UiTM
Shah Alam, Dataran Kemerdekaan etc.)

Rekabentuk penyelidikan dan metodologi:

Research design dan methodology:

Specify the study design (eg. cross sectional/ experimental)
Describe the methodology i.e. data collection procedure, tools etc.
(eg. in a questionnaire-based study describe the number of domains,
number of items and scoring of the questionnaire)

Kriteria kemasukan dan pengecualian:
Inclusion and exclusion criteria:

Kriteria kemasukan:
Inclusion criteria:
L ]

Kriteria pengecualian:
Exclusion criteria:
[ ]

Characteristics of the samples/ respondents to be included and
excluded from the study

Saiz sampel:
Sample size:

Calculation:
Pengiraan:

Indicate the sample size (taking into consideration dropout/attrition
rates.

Provide the calculation for sample size.

If the calculation is based on a previous study, please cite and
attach the reference.




Carta alir penyelidikan: |
Research flowchart: A summary of Part B2 (Item 7)

Analisa statistik® Should appropriately address the Objectives in Part B2 (2).
Statistical analysis: Explain whether descriptive or inferential statistics will be used.

If inferential, explain the type of statistical test to be used

(eg T-test, ANOVAetc.)




Bahagian C: Maklumat Dana
Part C: Funding details

1.

Geran / Sumber:
Grant / Source:

Jumlah peruntukan:
Total allocation:

If the study is funded, please provide details.
If the study isnotfunded,p| ease state i

Jangkamasa peruntukan:
Duration of grant:

Yuran perkhidmatan penyelidik /
professional :

Investigator services / professional
fees:

Yuran kepada UiTM :
UiTM fees :

Lain-lain kemudahan / sumber
disediakan organisasi penaja /
syarikat kepada penyelidik:

Other facilities/resource provided by
sponsoring organisation / company
to investigator:

Nama dan alamat penyelidik
tempatan / Organisasi
Penyelidikan Klinikal (OPK) yang
ditaja:

Name and address of local sponsor /
Clinical Research Organisation
(CRO):

Please complete this section if the study is a sponsored
clinical trial.
I f the




Bahagian D: Pengesahan persetujuan menjalankan penyelidikan.
Part D: Agreement to conduct the research project.

Mesti dilengkapkan dan ditandatangani oleh semua ahli kumpulan penyelidikan.
Must be completed and signed by all members of the research group.

1. Penyelidik utama (untuk dilengkapkan oleh Staf Akademik/Pelajar Pasca-
siswazah sahaja)
Principal Researcher (to be filled by Academic Staf/Post-graduate Student

only) This section is to be completed and signed by

Nama:
staff/ postgraduate students onl
Name: P g only

No.Staf/No. Pelajar:
Staff ID/Student ID:
Jawatan/
Kepakaran:
Position/
Specialisation:
Jabatan:

Affiliation:

Telefon pejabat:
Office:

Telefon bimbit:
Mobile phone:
Emel:

Email:
Tandatangan:
Signature:




2. Penyelia (sekiranya ada)
Supervisor (If any)

Nama:
Name:

No.Staf:
Staff ID:

Jawatan/
Kepakaran:
Position/

Specialisation:

This section is to be completed and signed
by supervisors only (if any)

If there are no supervisors involved, please
state ANot Applicabl

Jabatan:
Affiliation:

Telefon pejabat:
Office:

Telefon bimbit:
Mobile phone :

Emel:
Email:

Tandatangan:
Signature:




3. Penyelidik Bersama
Co-Researcher

Nama: This section is to be completed and signed by

Name:
No.StafiNo. Pelajar: undergraduate students/ co-researchers (may

Staff ID/Student ID: be more than one)
Jawatan/ Please duplicate the tables for addition of more

Kepakaran: than one undergraduate student/ co-researcher.
Position/
Specialisation:
Jabatan:
Affiliation:

Telefon pejabat:
Office:

Telefon bimbit:
Mobile phone :
Emel:

Email:
Tandatangan: Tarikh:
Signature: Date:

(Tambah sekiranya perlu. Add if necessary)




Bahagian E: Pengesahan Jawatankuasa Penyelidikan Fakulti/Negeri
Part E: Verification from Faculty/State Research Committee

Kami telah meneliti permohonan ini dan mencadangkan seperti di bawah:

+ We have deliberated on the application and propose as below:

Penyelidikan melibatkan risiko minima. Dicadangkan untuk mendapat kelulusan
tanpa pembentangan.
Minimal risk research. Recommend for approval without presentation.

Penyelidikan melibatkan risiko melebihi minima. Dicadangkan untuk mendapat kelulusan
dengan pembentangan.
More than minimal risk research. Recommend for approval with presentation./

Ulasan jika ada:
Comment if any:

Tandatangan Signature: Cop rasmi:
Pengerusi/Pengerusi Ganti JK Official stamp:
Penyelidikan Fakulti/Negeri
Chairman/Co-chairman of Faculty/State
Research Committee

Minimal risk means that the probability and
magnitude of harm or discomfort anticipated in
the research are not greater in and of
themselves than those ordinarily encountered in
daily life or during the performance of routine

physical or psychological examinations or tests.

To be signed, stamped and dated by the Chair or
Co-Chair of Faculty/State Research Committee
after forms have been checked for completion,
and amendments made according to
suggestions by the Research Committee




REC S

Research Risk Classification Form

Borang Klasifikasi Risiko Kajian




REC S

Contains 4 sections:

; : Please answer each item in the REC 3 form by
SUbJeCt proflle selecting (ticking) the option that applies.

: : S | f AYeso i s selected, p
Privacy and confidentiality and how the risk is minimized

Risk of harm Do not leave any items blank.

§ § If any of the items in the REC 3 form does not apply
Other ethical issues to your research,p | e a s e Neg t\anticehled




SILA JAWAB KESEMUA SOALAN DI BAWAH.
Sekiranya jawapan anda ‘Ya' kepada mana-mana soalan di bawah, sertakan maklumat ringkas di ruang yang

PLEASE ANSWER ALL QUESTIONS BELOW.
If your answer is ‘Yes’ to any of the following questions, please include a brief information in the space provided.

SUBJECTS' PROFILE Brief description

Adakah subjek kanak-kanak (Umur di
bawah 18 tahun)?

Are the subjects children {under 18 years
old)?

Adakah subjek daripada golongan
rentan? (cth: kecelaruan mental, kelainan
khas, mineriti dan sebagainya.)

Are the subjects from a particular
vulnerable group? (e.g. mental disorder,
mentally challenged, disabled, minority,
disadvantaged group efc.)

Adakah subjek/pesakit ini memeriukan
rawatan terminal?

Are any of these subjects/patients in
terminal care?




REC 3/ 2018 Rev 2 (2020)

berupaya memberi izin?

(spt: izin akan diambil secara tidak
langsung daripada penjaga sah dan
sebagainya.)

Are any of these subjects unable or are
incapable of giving consent?

(i.e. consent will be obtained indirectly
from a legal guardian efc.)

unfuk menyertai kajian?

Are the subjects given any form of
emolument fo participate?







