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Ruj. Kamil Ref: 22-02621-DKX Date/ Date:
2-02-2023

NOOR KHAIRIYAH BINTI MUSTAFA PUTRAJAYA
HOSPITAL

Dato'/ Dr/ Sir/Madam,

ETHICS APPROVAL LETTER/LETTER OF ETHICAL APPROVAL:

NMRR 1D-22-02621-DKX (lIR)
CRITICAL SUCCESS FACTORS AND THE ACCEPTANCE OF CASEMIX SYSTEM

IMPLEMENTATION IN TOTAL HOSPITAL INFORMATION SYSTEM OF THE MINISTRY OF
HEALTH MALAYSIA

With respect the above is referred.
This letter is made in reference to the matter above.

2. Along with this letter is attached the letter of scientific and ethical approval for this project. All records and subject
data are CONFIDENTIAL and only used for research purposes and all issues and procedures regarding data
confidentiality must be followed. Permission from the Director of the Hospital / Institution where the
study will be conducted must be obtained first before the study is conducted. Dato'/Mrs/Mrs need to agree and
comply with the decision and other related laws.

The Medical Research and Ethics Committee (MREC), Ministry of Health Malaysia (MOH) has
provided ethical approval for this study. Please take note that all records and data are to be kept
strictly CONFIDENTIAL and can only be used for the purpose of this study. All precautions are be
taken to maintain data confidentiality. Permission from the District Health Officer / Hospital
Administrator/ Hospital Director and all relevant heads of departments /units where the study will
be carried out must be obtained prior to the study. You are required to follow and comply with their
decision and all other relevant regulations.

3. Researchers and research locations involved are:
The investigators and sites involved in this study are:

Putrajaya Hospital
Noor Khairiyah Binti Mustafa (Principal Investigator)

Sultanah Bahiyah Hospital, Alor Setar
Noor Khairiyah Binti Mustafa (Principal Investigator)

Sultan Ismail Hospital
Noor Khairiyah Binti Mustafa (Principal Investigator)
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Sultanah Nur Zahirah Hospital, Kuala Terengganu Noor Khairiyah
Binti Mustafa (Principal Investigator)

Sarawak Heart Center Noor
Khairiyah Binti Mustafa (Principal Investigator)

4. The following study documents have been received and reviewed with reference to the above study:

The following study documents have been received and reviewed with reference to the above
study:

Documents received and reviewed with reference to the above study: Documents received and reviewed with

reference to the above study:

1..Cover letter to JEPP Cover letter
to MREC (Version 1, dated

12-30-2022)

2. Declaration of Conflict of Interest Declaration of
Conflict of Interest (COI) (Version 1, dated
12-30-2022)

3. Protocol Protocol (Version 1, dated 12-30-2022)

4. English Version: Patient Information Sheet &

Informed Consent Form (Versi/ Version 1, dated
12-30-2022)

5. Malay Version: Patient Information Sheet
& Informed Consent Form (Versi/ Version 1, dated
12-30-2022)

6. Data Collection Form Data
Collection Form (Version 1, dated

12-30-2022)

7. English Version: Questionnaire (Version 1,

dated 12-30-2022)

8. Malay Version: Questionnaire (Version 1,
dated

12-30-2022)

9. Interview Guideline (Version 1,
dated 12-30-2022)

.
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10. Gantt Chart Gantt Chart (Version 1, dated 12-30-2022)

11. IA-HOD-IA, CV & GCP certificate/ certificate of GCP: Noor
° Khairiyah Binti Mustafa

8. Be informed that this approval is valid until 01-02-2024. You need to send the following documents after getting

ethical approval. The relevant forms can be downloaded from the National Medical Research Registry (NMRR)
website.

Please note that the approval is valid until 01-02-2024.The following are to be reported upon
receiving ethical approval. Required forms can be obtained from the National Medical Research
Registry (NMRR) website.

L. Continuing Review Form at the latest within 2 months (60 days) before the end of this approval period
to renew ethics approval.

Continuing Review Form has to be submitted to MREC within 2 months (60 days) prior to the
expiry of ethical approval.

Study Final Report at the end of the study to JEPP.
Study Final Report upon study completion to the MREC.

ii.  Obtain ethical approval if there are amendments to any study document/study location/researcher.
The JEPP has the right to withdraw ethical approval in the event of unannounced changes to study
documents.

Ethical approval is required in the case of amendments/ changes to the study documents/
study sites/ study team. MREC reserves the right to withdraw ethical approval if changes to
study documents are not completely declared.

iv. Clinical intervention studies only: Reports on all Serlous Adverse Events (SAEs), Suspected Unexpected Serious
Adverse Reactions (SUSARs) and Protocol Deviation/Violation at the study site approved by JEPP if
applicable. SAE must be reported within 15 calendar days from the awareness of the event by the researcher.

The initial SUSAR report must be submitted as early as possible but not later than 7 calendar days from
the researcher's awareness of the incident, followed by a complete report within an additional 8 calendar days.

Applicable for Clinical interventional Studies only: Report occurrences of all Serious
Adverse Events (SAEs), Suspected Unexpected Serious Adverse Reaction (SUSARs) and
Protocol Deviation/Violation at all MREC approved sites to MREC. SAEs 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.

9. The number of subjects/patients/respondents who will be involved in this study in Malaysia is 452 people.

There will be 452 subjects/ patients/ respondents involved in this study within Malaysia.

.
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10. Please be aware that any correspondence related to this research should mention the reference number of this letter to
smooth related matters.

Flease take note that the reference number of this letter must be stated in all future correspondence
related to this study to facilitate the administrative processes.

The Medical Ethics & Research Committee, Ministry of Health Malaysia, operates according to the Council for
Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH). Any JEPP member involved in
the evaluated study/project will not participate in the approval of the study/project.

The Medical Research & Ethics Committee, Ministry of Health Malaysia, operates in
accordance to the International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). Any member of the MREC who is involved in the study/
project under review will not participate in the approval of the study/ project.

Study location/ Project Sites:

PUTRAJAYA HOSPITAL SULTANAH

BAHIYAH HOSPITAL, ALOR SETAR SULTAN ISMAIL
HOSPITAL )

SULTANAH NUR ZAHIRAH HOSPITAL, KUALA TERENGGANU, SARAWAK
HEART CENTER

Decision by Medical Research & Ethics Committee: (v) Approved
() Did not pass/ Disapproved

Date of Ethical Approval: 02-02-2023

Thank you. Thank you.

| run the trust,

Chairperson

of the Medical Research &

Ethics Committee of the Ministry of Health Malaysia _

MREC_Sharc\Approval 2023\Expedited by Frimary Reviewer\February 2023\22-02621-DKX
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