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PEJABAT TIMBALAN NAIB CANSELOR (PENYELIDIKAN DAN INOVASH)
OFFICE OF THE DEPUTY VICE CHANCELLOR (RESEARCH AND INNOVATION)

Reff, : UPM/TNCPI/RMC/1.4,.18.2 (JKXEUPM)
Date : 16 December 2020

Assoc. Prof. Dr, Zarinah Arshat

Department of Human Developement and Family Sudies
Faculty of Human Ecology

Universiti Putra Malaysia

Serdang, Selangor

Dear Madam/Sir,

RESEARCH PROJECT: PEMODELAN DAYA TINDAK, ADAPTASI DAN

KESEJAHTERAAN PSIKOLOGI DALAM KALANGAN ISTERI B40 KEPADA PENAGIH
DADAH DI MALAYSIA.

JKEUPM REF, NO: JKEUPM-2020-406

RESEARCHER : NURUL SAIDATUS SHAJA’AH AHMAD SHAHRIL, MOHD
' HAIKAL ANUAR BIN ADNAN
SUPERVISOR : ASSOC. PROF. DR. ZARINAH ARSHAT

The Ethics Committee for Research involving Human Subjects of University Putra Malaysia
(JKEUPM) has studied the proposal for the above project and found that there were no
objectionable ethical issues involved in the proposed study.

Please find the list of documents received and reviewed with reference to the study and commitiee
members who reviewed the documents (as attached).

Notwithstanding above, we will not be responsible for any misconduet on the part of researcher in
the course of carrying out the research,

Ethical approval is required in the case of amendments/ changes to the study docuwments/
study sites/ study team,

Thank you.
“WITH KNOWLEDGE WE SERVE”

Sincerely yours,

PROF. DR, ZAMBERI SEKAWI
Chair

Ethics Committee for Research involving Human Subjects
Universiti Putra Malaysia

Pejabat Timbalan Naib Canselor (Penyefidikan den Inovasl), Universiti Putra Malaysia, 43400 UPM Serdang, Selangor Darul Ehsan, Malaysia

Pejabat Timbalan Nafb Canseler (P&I) @603-8947 1042 603-8946 4134, Pejabat Pentadbiran TNCPH{J)603-8947 1608, Pejabat Pengarah,
Pusat Pengurusan Penyelidikan (RMC) @ 603-8947 1601, Pejabat Pengarah, Putra Sclence Park (PSP} (J)603-8847 1281
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ETHICS COMMITTEE FOR RESEARCH INVOLVING HUMAN SUBJECTS

(JKEUPM)

UNIVERSITI PUTRA MALAYSIA

Research title

Study Site

Researcher

Supervisor

JKEUPM Ref No.

Pemodelan Daya Tindak, Adaptasi Dan Kesejahteraan Psikologi Dalam
Kalangan Isteri B40 Kepada Penagih Dadah Di Malaysia.

Semenanjunga Malaysia

JKEUPM-2020-406

Nurul Saidatus Shaja’ah Ahmad Shahril, Mohd Haikal Anuar Bin Adnan

Assoc. Prof. Dr. Zarinah Arshat

Documents received and reviewed with reference to the above study:

Rl

L A

Ethics Application Form, Version 1 dated 21/10/2020

Respondent Information Sheet & Consent (English), Version 1 dated 21/10/2020
Respondent Information Sheet & Consent (Malay), Version 1 dated 21/10/2020
Proposal (Malay), Version 2 dated 3/12/2020

Questionnaire / Interview (Malay), Version | dated 21/10/2020

Curriculum Vitae of:

Assoc. Prof. Dr. Zarinah Arshat

Assoc. Prof. Dr. Rumaya Juhari

Dr. Muslihah Hasbullah @ Abdullah

Dr, Sa’odah Ahmad

Dr. Zanariah Ismail

Nurul Saidatus Shaja’ah Ahmad Shalril

Mohd Haikal Anuar Bin Adnan

The University Research Ethics Committee, Universiti Putra Malaysia (JKEUPM) operates in accordance

to the ICH-GCP Guidelines.

Decision by JKEUPM:

Approved

Permission MUST BE OBTAINED from the respective hospitals/ institutions before

conducting the research

D Disapproved

Please note that the approval is VALID UNTIL 16 DECEMBER 2021

Researchers should comply with the following:

I.  Complete a Study Final Report upon study completion (Form 3.2).




II.  Ethical approval is required in the case of amendments/ changes to the study documents/ study .
sites/ study team.

1.  Applicable for Clinical Trial Studies and Clinical interventional Studies only: Progress Report has
to be submitted to JKEUPM at every 6 months from the date of approval (Form 3.1). Report
occurrences of all Serious Adverse Events (SAEs), Suspected Unexpected Serious Adverse
Reaction (SUSARSs) and Protocol Deviation/ Violation at all JIKEUPM approved sites to JKEUPM.
SAFEs are to be reported within 15 calendar days from awareness of event by investigator. Initial
report of SUSARs are to be reported as soon as possible but not later than 7 calendar days from

awareness of event by investigator, followed by a complete report within 8 additional calendar
days.

The required forms can be obtained from the Ethics Committee for Research Involving Human Subjects
(JKEUPM) website (http://swww.incpi.upm.edu.my/faildokumen).

Date of Approval: 16 December 2020

Members of the JKEUPM who reviewed the documents:
i.  Primary Reviewer: Assoc. Prof. Dr. Akmar Hayati Ahmad Ghazali
ii.  Informed Consent Reviewer: Dr, Nur Indah Ahmad

..............................................

PROF. DR ZAMBERI SEKAWI

Chair

Ethics Committee for Research involving Human Subjects
Universiti Putra Malaysia

JKEUPM is recognised by The Strategic Initiative for Developing Capacity in Ethical Review (SIDCER)
in collaboration with the Forum for Ethical Review Committees in Asia and the Western Pacific Region
(FERCAP) for its compliance with the Declaration of Helsinki, International Conference on Harmonization
(ICH) Guidelines, Good Clinical Practice (GCP) Standards, Council for International Organizations of
Medical Sciences (CIOMS) Guidelines, World Health Organization (WHOQ) Standards and Operational
Guidance for Ethics Review of Health-Related Research and Surveying and Evaluating Ethical Review

Practices, EC/IRB Standard Operating Procedures (SOPs), and Local Regulations and Standards in Ethical
Review.



