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In this issue of the RECRUS Research Newsletter, we are excited to bring [gRIHS i) Page 55
you a diverse array of content that highlights the dynamic and evolving
landscape of clinical research and epidemiology.

In the realm of administrative changes, we bid farewell to Faridzatul i slmegemeni il SEDGap ©
Syuhada Binti Abdul Rashid, the Administrative Officer of the Clinical EREEEERY

Research Unit, effective from 07 August 2023. We extend our gratitude for
her contributions to our research endeavors.

Findings from Studies Conducted in

Pusat Pengurusan Penyelidikan has introduced amendments to research
grant agreement application forms, effective from 1 August 2023. These JESELVACR TR
updates can be accessed at link, streamlining our grant application
processes. We share noteworthy research articles on decentralized clinical
trials, shedding light on the ethical opportunities and challenges presented DS eatac:1ir s N@ itai eI BINs IR
by this emerging approach. We celebrate the accomplishments of grant .
winners and present abstracts that showcase the fruits of their labor, BAARAS Forward ¢ Page 69
underscoring the tangible impact of their work.

In MJH Series 19, Ms. Salwana explores the "Comparative Effectiveness of Aspirin Dosing in Cardiovascular
Disease." We offer insights from recent seminars on topics such as identifying and managing missing data and
outliers, data management with REDCap, and collaboration and networking in clinical research. We also provide
access to valuable resources and articles that explore the evolving landscape of decentralized clinical trials and
digital health technologies. Stay updated with upcoming events and opportunities in the Announcements section.
As we navigate the ever-evolving field of clinical research and epidemiology, this issue of the RECRUS Research
Newsletter serves as a valuable resource for staying updated, informed, and inspired. We look forward to sharing
these insights and opportunities with our dedicated community of researchers and practitioners.

[Chief Editor written with an assistance from ChatGPT 3.5]
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Announcement

MJH Series 21: 27th October 2023. 10.30 - 11.45 am.

Research Colloquium series 3/23. Psychological Health Among Caregivers of Stroke Patients in HSAAS. 11
Oct 2023, 1400 - 1515.

The Decentralized Trials & Research Alliance (DTRA) Annual Meeting Nov 5-8 in Boston.

23rd FERCAP International Conference.

8th World Conference on Research Integrity (Hybrid), 2-5 June 2024, Athens, Greece.
Introduction to Decentralized Clinical Trials (DCTs). An online course by the Association of Clinical
Research Professionals (ACRP).

Wellcome Trust Funding Opportunities.

Opportunities for collaborative research in Horizon Europe: Energy, Climate Action & Mobility
Data Science Training -- CODATA Data Science Training list

International Data Week (IDW)

Applications Now Open for the 2024 SEEKCommons Fellowship

Good Clinical Practice. Series 3/2023. 14 — 16 November 2023

BMJ Case Reports Journal Subscription by Dept. of Psychiatry
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Identification (CSTR) platform!

"We are delighted to announce that our newsletter is now officially certified
and accessible through the Common Science and Technology Resource

CSTR Identification Platform (https://www.cstr.cn/en) provides unique

identification service for global scientific data, papers, scientific institutions,

researchers, scientific instruments,

patents and other scientific and

technological resources. It has the same function as the commonly known

DOI (digital object identifier).

The persistent identifier is taken
as the essential part of the
"Open science infrastructures"” as
well as the one of the "Investing
in open science infrastructures
and services". CSTR is the global
identifier for common science
and technology resources, it is
the committed practitioner of the
global open science, fostering
the PID infrastructure for open
science. Therefore, each of the
article published in our
newsletter will now have its own
unique CSTR identifier.

CSTR AGENCY CERTIFICATION

Name: HOSPITAL SULTAN ABDUL AZIZ SITATI
CSTR Prefix: 33194

Allocated time :  20253-09-08

Status : Active

TimeStamp(NTSC) : 1694138408

Data Hagh ¢ 68751 1367660705641 8a84a880 1 ¢ IbROade(73a ) 18SaTabcRa301dbe307e 5684

IXID ¢ ehB28G71 et 2bad4i245773598b3ab5TeT73925c08 1 1 111841 5tb | 30508

This content of certification is preserved by Scie Ja
proves thot this document exists objectively and have complete contents since the
time of storage, and have not been tampered with,



https://www.cstr.cn/en
https://hsaas.upm.edu.my/upload/dokumen/20231013153657Breaking_News_-_RECRUS_Newsletter_is_now_CSTR_Certified.pdf
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BEST WISHES TO OUR DEAREST FRIEND),
MS. SYUHADA

It is with mixed emotions that we bid a fond
farewell to our esteemed colleague, Ms. Syuhada,
who has served as our dedicated administrative
officer since 2020. Being the first officer to set the
CRU, Ms. Syuhada has been a vital member of our
unit, and she is now embarking on a new chapter
with the Human Resource Service Unit, HSAAS.
She has been more than just a colleague; but also a
dear friend who has brightened our days in CRU.

Ms. Syuhada has been the cornerstone of our
administrative operations, and her contributions
have been invaluable. Beyond her professional
excellence, her warm and approachable persona,
coupled with her willingness to assist at her utmost
best has created a positive and collaborative
atmosphere in our workplace.

While we are saddened to bid farewell to someone
who has been such an integral part of our team, we
are also excited about the opportunities that await
her in her new role. We have no doubt that she will
bring the same level of dedication and expertise to
her new role, making her future colleagues fortunate
to have her on their team, and enhancing the
operation of human resource management in
HSAAS.

Syuhada, we are sincerely thankful for your constant
dedication, support and this treasured friendship. As
you step into this new adventure, we sincerely wish
that your journey will be brimmed with success,
contentment and happiness all along. May your
journey be filled with exciting opportunities and
rewarding experiences. You will always be a part of
CRU family, and our door here will remain open for
you. The friendship we have built and all of our
sweet memories will be in our hearts forever.

With heartfelt regards,

Clinical Research Unit HSAAS
AP. DR. CHEW BH, DR. AAZIFAH, SALWANA, FAIZAH, IMAN, WZN, INTAN _


https://hsaas.upm.edu.my/upload/dokumen/20231013153724Breaking_News_-_Appreciation_notes_to_CRU_Administrative_Officer.pdf
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We are pleased to announce that CRU’s medical
officer, Dr. Nur Aazifah Ilham will be embarking
on a postgraduate study in Medical Statistics. She
has been granted a study leave for a period of two
years, effective on 16th October 2023.

Our heartfelt best wishes to you, Dr. Aazifah. May
you make the most of this incredible opportunity
and wishing you success in this new adventure!



https://hsaas.upm.edu.my/upload/dokumen/20231013153759Breaking_News_-_Best_wishes_to_Our_Medical_Officer.pdf
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BREAKING NEWS
RESEARCH GRANT AGREEMENT

APPLICATION FORMS

Research Management Center (RMC), Universiti Putra Malaysia
has made amendments to the research grant agreement application forms
(https://rmc.upm.edu.my/faildokumen).
This is to be used from August 1, 2023.

1) Borang Permohonan NDA Geran Penyelidikan
2) Borang Permohonan MoA / LoA Geran Penyelidikan
3) Borang Permohonan Dokumen Lain-Lain Geran Penyelidikan

B mmecupm.edu.my/faildokumen

@ MewTab
2 GARIS PANDUAN PENGAMBILAN ENUKMERATOR LIPM
3 BORANG PERMOHONAN ENUMERATOR
4 BORANG SENARAI SEMAK PERMOHDNAN ENUMERATOR
5 TEMPLAT SURAT TAWARAN ENUMERATOR
6 BORANG TUNTUTAN BAYARAN KHIDMAT ENUMERATOR ES
7 CARTA ALIR PROSES PENGAMBILAN ENUMERATOR &
8 LAPORAN SUKUAN PENGAMEBILAN ENUMERATOR &
9 TEMPLAT LAPDRAN PENGAMBILAN ENUMERATOR &
FER!ANJIAN GERAN PENYELIDIKAN
10 CARTA ALIR DAN PROSES PERINCIAN PERJANJIAN GERAN PENYELIDIKAN &
n APA TU NDA? &
12 CONTOH CARIAN SSM [MAKLUMAT KORPORAT) *
13 PERBEZAAN PENYELIDIKAN KONTRAK DAN PERUNDINGAN (KONSLILTAS] +
| 1% HORANG PERMOHONAN NDA GERAN PENYELIDIKAN | &
i UPD ATEQ% | 15 HORANG PERMOHONAN MOA / LOA GERAN PENYELIDIKAN | =
| 16 BORANG PERMOHONAN DOKUMEN LAIN-LAIN GERAN PENYELIDIKAN | &
17 NOTIS TIADA KEPENTINGAN PERIEADI 3
i HERAHAN INFO BERKAITAN PERJANJIAN PENYELIDIKAN DI ANTARA UNIVERSITI PUTRA MALAYSIA (UPH) DAN PIHAK KETIGA +
19 SLIDE TAKLIMAT PERJANJIAN PENYELIDIKAN 2021 &



https://rmc.upm.edu.my/faildokumen
https://rmc.upm.edu.my/faildokumen
https://hsaas.upm.edu.my/upload/dokumen/20231013153832Breaking_News_-_Amendments_of_Research_Agreement_Forms.pdf
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JKEUPM UPDATE

Exemption of JKEUPM approval of research
protocols to be conducted OUTSIDE of UPM by
all UPM researchers and students, but only

institutional review board (IRB) from where the
study is going to be carried out.

EFFECTIVE FROM IST SEPT 2023



https://hsaas.upm.edu.my/upload/dokumen/20231013153903Breaking_News_-_Updates_from_JKEUPM.pdf
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DECENTRALISED CLINICAL TRIALS:
ETHICAL OPPORTUNITIES AND
CHALLENGES

Lancet Digit Health. 2023 Jun;5(6):€390-e€394. https://doi.org/ 10.1016/52589-7500(23)00052-3—,,‘"%:D

“In this Health Policy report, which is informed by both traditional research ethics and digital ethics
frameworks, we group the related ethical issues under three areas requiring increased ethical vigilance:
participants' safety and rights, scientific validity, and ethics oversight. Our aim is to describe these issues,
offer practical means of addressing them, and prompt the delineation of ethical standards for decentralised
trials.”

“Our analysis draws on both clinical research ethics and digital ethics frameworks, which are premised on
substantive principles (eg, respect for persons, beneficence, and justice) and incorporate procedural values
(eg, ensuring responsiveness, sound research design, and transparency). Although elaborating on the
conceptual foundations for these frameworks is beyond the scope of this Health Policy report, we use these
frameworks to help identify and evaluate the ethical issues associated with DCTs. We describe three broad
areas requiring increased ethical vigilance:

Participants' safety and ] ) ]
. L Scientific validity Ethical oversight mechanism
protection of their rights
Some interesting tools mentioned/indicated in the paper: Click to Read

Privacy impact assessment

https://doi.org/10.1016/j.clsr.2009.02.002

Digital proficiency assessment tools eg. DigiComp2.1

https://publications.jrc.ec.europa.eu/repository/handle/JRC106281

The European Clinical Research Infrastructure Network (ECRIN) Toolbox

https://ecrin.org/tools



https://doi.org/10.1016/S2589-7500(23)00052-3
https://hsaas.upm.edu.my/upload/dokumen/20231013153926Breaking_News_-_Decentralised_clinical_trials_ethical_opportunities_and_challenges.pdf
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ICTD 2023:
DECENTRALISED CLINICAL TRIALS
CHALLENGES AND OPPORTUNITIES

The European Clinical Research Infrastructure Network (ECRIN) together with Polish national partner,
PoICRIN, represented by the Polish Medical Research Agency, organised International Clinical Trial Day
(ICTD) 2023 in Warsaw, Poland.

Some of the overarching conclusions of the day include:

» Clear communication with all stakeholders is crucial. This includes with the patients but also all
those new stakeholder that will be engaged with trial from logistics through to data.

« The use of technology can facilitate the implementation of the decentralised clinical trial, from
electronic consent to devices that feedback data directly or online questionnaires forms, but the
selection of these tools must be made carefully and requires support from all stakeholders from

beginning to end.

®REC

Watch replays of recorded talks and discussions during the
International Clinical Trial Day (ICTD) 2023 on decentralised

I clinical trials here’,,,R I


https://ecrin.org/news/ictd-2023-decentralised-clinical-trials-challenges-and-opportunities
https://hsaas.upm.edu.my/upload/dokumen/20231013153949Breaking_News_-_ICTD_2023__Decentralised_Clinical_Trials_-_Challenges_and_Opportunities.pdf
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SECTION B

RESGARCH ACHGUGMGNTS
AND
IMPACTS

This section highlight the researchers’ great achievements in the fields

including the grants granted, sharing of successfull pathway and other
outstanding achievements that becomes a precious journey forfor other
researchers to learn and follow.
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*The ranking is based on Scopus citation data till 31 December 2022 standardized and adjusted according to citation patterns

ASSOC. PROF. DR. SARVA MANGALA PRAVEENA «

DEPARTMENT OF ENVIRONMENTAL AND
OCCUPATIONAL HEALTH,

FACULTY OF MEDICINE AND HEALTH SCIENCES
ENVIRONMENTAL SCIENCES

Rank: 236739

CAREER-LONG WORLD TOP 2% SCIENTIST

PROF. DATUK DR. LEKHRAJ RAMPAL A/L
GYANCHAND RAMPAL

DEPARTMENT OF COMMUNITY HEALTH,
FACULTY OF MEDICINE AND HEALTH SCIENCES
GENERAL & INTERNAL MEDICINE

Rank: 402619

ASSOC. PROF. DR. SARVA MANGALA PRAVEENA

DEPARTMENT OF ENVIRONMENTAL AND
OCCUPATIONAL HEALTH,

FACULTY OF MEDICINE AND HEALTH SCIENCES
ENVIRONMENTAL SCIENCES ¥

Rank: 45978

PROF. DR. CHING SIEW MOOI

DEPARTMENT OF FAMILY MEDICINE,

FACULTY OF MEDICINE AND HEALTH SCIENCES/
HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS)
GENERAL & INTERNAL MEDICINE

Rank: 262813

PROF. DATUK DR. LEKHRAJ RAMPAL A/L
GYANCHAND RAMPAL -
DEPARTMENT OF COMMUNITY HEALTH,
FACULTY OF MEDICINE AND HEALTH SCIENCES
GENERAL & INTERNAL MEDICINE

Rank: 199601

DR. NAVIN KUMAR A/L DEVARAJ
DEPARTMENT OF FAMILY MEDICINE,

FACULTY OF MEDICINE AND HEALTH SCIENCES/
HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS)
GENERAL & INTERNAL MEDICINE

Rank: 328078

PROF. DR. HAMIDON BIN BASRI
DEPARTMENT OF NEUROLOGY

FACULTY OF MEDICINE AND HEALTH SCIENCES/
HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS)
GENERAL & INTERNAL MEDICINE

Rank: 470275

PROF. DATIN DR..SHERINA BINTI MOHD SIDIK
DEPARTMENT OF PSYCHIATRY,

FACULTY OF MEDICINE AND HEALTH SCIENCES
GENERAL & INTERNAL MEDICINE

Rank: 462245 -

ASSOC. PROF. DR. CHEW BOON HOW
DEPARTMENT OF FAMILY MEDICINE,

FACULTY OF MEDICINE AND HEALTH SCIENCES/
HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS)
GENERAL & INTERNAL MEDICINE

Rank: 240080

PROF. DATIN DR. SHERINA BINTI MOHD SIDIK
DEPARTMENT OF PSYCHIATRY,

FACULTY OF MEDICINE AND HEALTH SCIENCES
GENERAL & INTERNAL MEDICINE

Rank: 348599

CONGRATULATIONS!

259 L. S22 3RS Sl L 3 ' RE | S ResNews.Sept2023ol. 3, Issies 24:Page 73%.08T41ﬂps://35tr.cn/3'3294.4?03242‘RI.ECF€‘US.4
-4 ) WORLD'’S TOP 29 SCIENTIST ¢ 242 re
' ) FACULTY OF MEDICINE AND HEALTH SCIENCES & HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS), UNIVERSITI PUTRA MALAYSIA ’
plipici

Related link:

elsevier.digitalcommonsdata.com/datasets/btchxktzyw/6


https://elsevier.digitalcommonsdata.com/datasets/btchxktzyw/6
https://hsaas.upm.edu.my/upload/dokumen/20231013154020Research_Achievements_and_Impacts_-_Top_2_percent_Scientists_in_HSAAS_dan_FPSK.pdf
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WINNERS OF RESEARCH GRANT 2023

FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)

1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

TOTALAMOUNT: RM 1,364,093.00

DR. SUHAILI ABU BAKAR @
JAMALUDIN

Department of Biomedical Science

RM 177,400.00

"‘!‘
-

PROF. DR. JULIANA
JALALUDIN

Department of Environmental and

Occupational Health
RM103,420.00

ASSOC. PROF.
DR. CHEE HUI YEE
Department of Medical Microbiology

RM149,500.00

ASSOC. PROF.
DR. THAM CHAU LIM

Department of Biomedical Science

RM 145,170.00

DR. NARCISSE MARY A/P
SITHER JOSEPH VESUDIAN
Department of Medical Microbiology

RM 131,500.00

PROF. DR. SYAFINAZ
AMIN NORDIN
Department of Medical Microbiology

RM193,474.00

DR. SANDRA A/P MANIAM

Department of Human Anatomy

RM 146,632.00

G )
4

1'/ x // /

Department of Biomedical Science

RM 177,297.00

PROF. DR. BARAKATUN NISAK

MOHD YUSOF

Institute for Social Science Studies (IPSAS)/

Department of Dietetics

RM139,700.00

Heantieol corgpatulations Ta all Uhe rectivers!


https://hsaas.upm.edu.my/upload/dokumen/20231013154040Research_Achievements_and_Impacts_-_FRGS_winners_and_abstracts.pdf
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WINNERS OF RESEARCH GRANT 2023

FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)

1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Elucidating The Role of Polymorphisms in SLC22, MATE and ATM
Genes on The Pharmacogenetics of Metformin among Three Major
Ethnics of Malaysian Type 2 Diabetes Mellitus (T2DM) Patients

RM 177,400.00
1 October 2023 - 30 September 2026 (3 years)

Team members:

1. Prof. Ts. Dr. Cheah Yoke Kqueen

2. Ts. Dr. Sharifah Sakinah Syed Alwi

3. Dr. Ng Ooi Chuan i

Principal lvestigaton:
DR. SUHAILI ABU BAKAR

@ JAMALUDIN

Aim:

This project aim to proof the role of polymorphisms in these three genes with T2DM risk, and

metformin response among the three Malaysian major ethnic.

Why is it important?

In managing the T2DM’s patients, metformin is the most commonly used as an oral antidiabetic
drug that lowers the serum glucose level (HbA1c) however, individual differences in glycaemic
response to metformin exist widely including Malaysian, unfortunately lack scientific evidence.
Previous studies reported polymorphisms in the SLC22, MATE and ATM genes can indirectly
affect the glycaemic response, and influence the rate of control of T2DM. Findings from this
study will provide a useful resource for the T2DM progression, and enable the identification of
the precise drug dosage that is most likely to be effective and safe for each patient and reduce
the economic impact on a global scale.

How wiill it be done?

This case-control study will involve with the collection of genomic DNA from both non-T2DM
(n=267) and T2DM groups (n=267) from the blood samples. In both groups, about 89 samples
from each ethnics: Malays, Indian and Chinese. Generally, genotyping of the SLC22, MATE and
ATM variants will be performed using Restriction Fragment Length Polymorphisms (RFLP).
Primers will be designed to specifically amplify the polymorphisms in those three genes. Then,
amplification of polymorphisms for those genes will be performed by using Polymerase Chain
Reaction (PCR). The amplification products then will be digested with specific restriction
enzymes to differentiate the genotypes between the subjects. Gel electrophoresis will be
performed to observe the different fragment length size that represent the genotype of
subjects. Genotypes and allelic distributions for each polymorphisms will be collected and effect
of the polymorphisms on the glycaemic response and other clinical parameters will be analysed.
30 selected samples that represent each group of genotypes; homozygous wild type (n=10),
heterozygous (n=10) and homozygous mutant (n=10) will then be prepared for DNA
sequencing to further validate the genotype. The samples will be amplified again for the
purpose of DNA sequencing and the reading of DNA sequencing will be outsources.


https://hsaas.upm.edu.my/upload/dokumen/20231013154040Research_Achievements_and_Impacts_-_FRGS_winners_and_abstracts.pdf
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WINNERS OF RESEARCH GRANT 2023

FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)

1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Inhibition of Human Mast Cell Tryptase by Gabexate
Mesylate and Argatroban in Dengue Virus-Induced
Vascular Leakage: Potential Repurposing of Drugs

for the Treatment of Dengue

RM 145,170.00

October 2023 — September 2025 (2 years)

Team members:

1. Prof. Dr. Daud Ahmad Israf Ali
2. AP. Dr. Chee Hui Yee

3. AP. Dr. Yong Yoke Keong

4. Dr. Hanis Hazeera Harith

5. Dr. Anim Md Shah

Principal lwestigaton:
ASSOC. PROF. DR. THAM CHAU LIM

Aim:

This study aims to investigate the effects of approved drugs in inhibiting tryptase activity
released by DENV-induced mast cells, as well as their effects on DENV-induced vascular
permeability caused by mast cell tryptase.

Why is it important?

Dengue hemorrhagic fever (DHF) is a severe form of dengue with the hallmark of vascular
leakage and may lead to mortality. To date, there is no effective treatment for DHF apart
from supportive care. Tryptase, the most abundant protein in mast cells, has been recently
found to be implicated in the pathogenesis of DHF by breaking endothelial tight junctions
and causing vascular leakage. Hence, drugs with the ability to inhibit mast cell tryptase
activity could be the potential treatments for dengue virus (DENV)-induced vascular
leakage. Unfortunately, none of the tryptase inhibitors has successfully passed all stages of
clinical studies.

How will it be done?
The study will be conducted using an in vitro model of vascular leakage which will be
designed according to clinical insights.


https://hsaas.upm.edu.my/upload/dokumen/20231013154040Research_Achievements_and_Impacts_-_FRGS_winners_and_abstracts.pdf
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WINNERS OF RESEARCH GRANT 2023
FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)

1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Exposure Assessment of Bioaerosol and Leukotriene
B4 (LTB4), Resolvins E-series(rvei) as
Biomarkers of Airway Inflammation Among
Preschoolers in the Selected Areas of Klang Valley

RM 103,420.00
1 October 2023 - 30 September 2026 (2 years)

-~

Team members:

1. Dr. Khairul Nizam Mohd Isa (UNIKL)
2. Prof Syafinaz Mohd Amin (UPM)
3. Prof. Dr. Mohd Nasir Mohd Desa (UPM) o )
4. Dr. Suhaili Abu Bakar (UPM) Principal lnvertigaton:
PROF. DR. JULIANA
JALALUDIN

Aim:

This study aims to evaluate the association between exposure to indoor bioaerosols and
airway inflammation among preschool children in selected areas of the Klang Valley. This
study responds to emerging local needs by improving the data on the detection of
microbiome specifically on the mechanism of how exposure impacts and characterizes
health risks among preschool children.

Why is it important?

Early-life exposure to bioaerosol could lead to recurrent irritation and immune activation
in the respiratory tract, inducing prolonged inflammation, that promote the inflammation
related diseases, such as asthma and rhinitis. There are still limitations and a gap in the
study of the association between indoor bioaerosol and their health effects on occupants
because of the difficulty in sampling procedures of microbes. The absence of a universal
method to explore fungal exposure in indoor settings due to the limitations of the actual
existing methods and the ubiquitous nature of microbial spores.

How will it be done?

Study Location:

Preschool children in selected areas in Klang

Methodology:

Activity 1 - Measurement of Indoor Air Quality
Collection of Settled Dust Samples

Activity 2- Settled Dust Extraction and Analysis using Metagenomics Protocol

Activity 3 — Collection of Exhaled Breath Condensate (EBC) Sample and Quantification of
RvE1 and LTB4 in EBS Samples
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WINNERS OF RESEARCH GRANT 2023

FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)
1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Skin Microbiome Diversity, Vitamin D Variation and
Sociodemographic Characters of Non-melanoma
Skin Cancer Patients

RM 131,500.00
1 October 2023- 30 September 2026 (3 years)

Team members:

Prof. Dr. Syafinaz Binti Amin Nordin
AP. Thilakavathy A/P Karuppiah

Dr. Razana Binti Mohd Ali

Dr. Izety Shezlinda Binti Noran

Principal lwestigaton:
DR. NARCISSE MARY A/P SITHER
JOSEPH VESUDIAN

Aim:
The study aims to determine skin microbiome diversity, vitamin D variation, and
sociodemographic factors as risk factors for non-melanoma skin cancer (NMSC).

Why is it important?

The study identifies novel risk factors, correlation of skin microbiome profile, and serum
vitamin D level in NMSC patients. The findings of the study (identifying novel risk factors)
are aligned to reduce the negative impact of cancer by decreasing the disease morbidity,
and mortality and improving the quality of life.

How will it be done?
1. Determination of the sociodemographic factors skin associated to NMSC patients

2. Comparison of the skin microbiome composition in different stages of NMSC patients
and healthy individuals to identify the differences of skin microbiome compositions
among NMSC patients compared to that in healthy skin.

3. Study the serum vitamin D level in NMSC patients and in healthy controls to identify the
relationship between serum vitamin D level and NMSC.
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FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)
1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Evaluating the Protective Role of Ellagic Acid against
Inflammatory Bowel Disease through Regulation of
NF-kB/STAT1 Activation in Intestinal Epithelial Cells

RM 177,297.00

02 October 2023 - 30 September 2026 (3 years)

Team members:

1. Prof. Sharmili Vidyadaran (UPM)

2. AP. Ts Dr. Reezal Ishak (UniKL-MESTECH)
4. Dr. Noraina Zakuan (UPM)

5. Dr. Zulkefley Othman (UPM)

6. Dr. Hussin Mohammad (IMR)

Principal lnwestigaton:
DR. ELYSHA NUR ISMAIL

Aim:

The objective is to assess the impact of ellagic acid on active inflammation observed in chronic
inflammatory diseases, such as inflammatory bowel disease. The overarching aim is to provide
protection against the development or progression of chronic inflammatory diseases.

Why is it important?

= Inflammation is a natural defence mechanism of the immune system against foreign bodies and
pathogens. Chronic inflammation occurs when the immune response becomes uncontrolled. This is
when the immune response continuously targets tissue organs such as lungs, skin, guts and joints
leading to damage.

= IBD has no cure and there is no standard regimen for managing all people with IBD. Patients with
IBD have a slightly higher risk of colon cancer, blood clots and liver disease. Novel treatment options
for IBD are continuously explored and novel drugs are being discovered.

= Studies on natural products (extracts and metabolites) have demonstrated effective treatment for IBD
either used alone (as a compound) or in combination with other drugs in reducing intestinal
inflammation and inducing tissue healing.

= IBD can be better understood and treated with great precision through targeted gathering, cross-
linking and analysis of biological data.

= Our investigation of the cellular and molecular mechanisms underlying the genesis and regulation of
inflammatory disease may help us understand the role of ellagic acid in lowering intestinal
inflammation and encouraging tissue healing.

How will it be done?

= The study will assess the impact of ellagic acid on three distinct cellular responses triggered by three
different inflammatory stimuli. These stimuli induce the production of inflammatory cytokines and
chemokines, and the objective is to evaluate ellagic acid's ability to mitigate the effects of these
stimuli.

= The mechanism of action of ellagic acid alleviates the cellular response is modulated by the NF-
kB/MAPK signalling pathway and the JAK/STAT signalling pathway.

= The study seeks to establish ellagic acid's protective and wound-healing attributes regarding the
intestinal epithelial barrier. This will be achieved through an analysis of barrier functions and the
reduction of inflammation.
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FUNDAMENTAL RESEARCH GRANT SCHEME (FRGS)
1/ 2023

Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

Characterization of The Virulence Factors of
Hypervirulent Group B Streptococcus (GBS) ST283 Isolated from
Tilapia (Oreochromis spp.) and Human via Genomics,
Proteomics, and Phenotypic Approaches

RM 193,474.00
1 October 2023 - 30 September 2026 (3 years)

Team members:

Prof. Madya Dr. Mohammad Noor Amal Bin Azmai
Prof. Ts. Dr. Mohd Nasir Mohd Desa

Dr. Mohd Hafis Yuswan Bin Mohd Yusoff

Dr. Narcisse Mary A/P Sither Joseph Vesudian

5> B0 6=

Principal lnvestigaton:
PROF. DR. SYAFINAZ AMIN NORDIN

Aim:
1. To characterize the genomic and proteomics aspects of GBS ST283 isolated from human
and fish samples in Malaysia.

2. To determine the pathogenicity of the collected GBS ST283.

Why is it important?

GBS ST283 is a hypervirulent strain of GBS that causes disease in human and fish, and
cross-infects both hosts.The emergence of GBS ST283 has resulted in severe outbreaks
among cultured tilapia in South East Asia's fish farming industries. Not only in fish, GBS
ST283 also poses a public health challenge because it has been emerged as a zoonotic
pathogen via the consumption of raw-farmed fish-dishes. For example, the GBS ST283
caused septicaemia meningitis in healthy adults following the outbreak in Singapore. Food
Agriculture Organization (FAO), has identified GBS ST283 as a novel foodborne pathogen
capable of causing serious health complications in humans and fish, and urged researchers
to investigate the mechanisms through which GBS ST283 causes sickness and serious
complications in humans and fish, which is currently unknown.

How will it be done?

This will be a laboratory-based study that investigate the genomic and proteomic aspects
of ST283 (a virulent strain of GBS) from samples of fish and human. We will also
investigate the virulence factors in ST283 from these samples and further with determining
their pathogenicity in vitro.
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DR. LOH WEI CHAO
Department of Neurology

Foa uceiva\g A

International Industry-sponsored Clinical Trial Grant
from Bayer (Malaysia) Sdn. Bhd.

RM539,034.00

19767/ OCEANIC-AF
“A multicenter, international, randomized, active comparator-controlled,
double-blind, double-dummy, parallel-group, 2-arm, Phase 3 study to compare
the efficacy and safety of the oral FXIa inhibitor asundexian (BAY 2433334) with
apixaban for the prevention of stroke or systemic embolism in male and female
participants aged 18 years and older with atrial fibrillation at risk for stroke”

1st July 2023 - 25th August 2025 (2 years)

Team members:

Prof. Dr. Hamidon Bin Basri

AP. Dr. Hoo Fan Kee

AP. Dr. Wan Aliaa Wan Sulaiman
AP. Dr. Liyana Najwa Inche Mat
Dr. Abdul Hanif Khan

Dr. Janudin Baharin

Dr. Anna Misyail Abdul Rashid
Dr. Azliza Ibrahim

$9 X @n T g5 &5 [ =

Background:

The primary objectives of OCEANIC-AF are to determine the effects on the prevention of
stroke and systemic embolism as well as compare the incidence of International Society
on Thrombosis and Hemostatis (ISTH) major bleeding.

Aim:
This study is to investigate the efficacy and safety of asundexian in the prevention of
stroke events in patients with atrial fibrillation.

How will it be done?
Focusing on Factor XIa inhibition, a team from UPM together with Bayer International
are investigating a potential new class of antithrombotics.
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ASSOC. PROF. DR. THAM CHAU LING
Department of Biomedical Sciences

For AClVing hm awdrd

ICAN 2022/ 2023
Anugerah Kategori Industri

(Projek Jaringan Industri Terbaik- Pegawai Akademik)
'Production of Acetophenone- Enriched Standardized Leaves Extract of Melicope

ptelefolia (ACE-MPETM) and Evaluation of Its Anti-allergic
Inflammatory Properties"

RM240,000
Nexus Wise Sdn Bhd

Team members:

1. Prof. Dr. Daud Ahmad Israf Al

2. Prof. Dr. Khozirah Shaari

3. Dato’ Prof. Dr. Mohd Roslan Sulaiman
4. Dr. Siti Munirah Mohd Faudzi

5. Dr. Sazlina Kamaruzaman

Background:

Melicope ptelefolia is a well-known herb in a number of Asian countries including Malaysia. Over the past
years, our research team had demonstrated that, 2,4,6-trihydroxy-3-geranylacetophenone (tHGA), an
active acetophenone compound found in M. ptelefolia was able to alleviate allergic skin inflammation in
mice by inhibiting mast cell activation. However, as tHGA is not found abundantly in M. ptelefolia, this
has limited the development of M. ptelefolia as a potential nutraceutical for skin health. Our research
team has successfully produced an acetophenone-rich M. ptelefolia leaves extract (ACE-MPE)
standardized to its bioactive constituents (tHGA and its other derivatives) with in vitro and in vivo
ameliorative properties on allergic skin diseases. The technology to produce ACE-MPE standardized
extract from M. ptelefolia is currently under patent and the extract will be launched in September 2023
under the brand name of EczefoliaTM. Future works include clinical trial and oral toxicity study will be
done by the funder, Nexus Wise Sdn Bhd.

Aim:

There is no nutraceutical ingredient made from M. ptelefolia available in the market yet, this project
helps to fill the gap in the research to commercialization pipeline of this highly beneficial medicinal plant.
This project leads to the production of EczefoliaTM as a nutraceutical ingredient for skin health.

How will it be done?

1. Extraction and standardization were done by using green ultrasonic-assisted extraction and
enrichment.

2. in vitro model of mast cell degranulation

3. in vivo model of atopic dermatitis-like skin lesions

4. Metabolomics analysis

esearch Outputs:

One PhD student

Publications

A patent on the production technology of EczefoliaTM and its use on skin allergic inflammation.

A nutraceutical ingredient for skin health which is ready to be launched to the local and international
market in September 2023.

PN
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ASSOCIATE PROFESSOR DR. CHEAH PIKE SEE
- Department of Human Anatomy

[er 5&4«5 awdarded

o 'COMSTECH-MSTF Joint Young Scientists
Fellowship Program (YSFP)’

Funders:
Mustafa (pbuh) Science and Technology Foundation (MSTF)
and COMSTECH (Organisation of Islamic Cooperation Standing
Committee on Scientific and Technological Cooperation)
Aim:
To support talented youth with the cooperation of prestigious scientific institutes and
reputable R&D centers, towards the capacity building and nurturing the young generation

for the development of science, technology, and innovation in line with the values and
needs of the Islamic society.

Activity
Fully funded short-term research network and attachment in selected Islamic country
(Duration: 2023/ 2024)

UNESCO SKUM Grant (SKUM Contribution Grant - GSS)
604 e prafect 1itled

"Brain Awareness for Malaysian 2023 Program
(BAM2023)"

This prestigious grant has been bestowed by the Malaysia National Commission for UNESCO
under the Ministry of Education Malaysia.

As the national reference point for UNESCO in Malaysia, SKUM plays a pivotal role in
fostering the active engagement of government agencies and non-governmental
organizations across Malaysia in implementing programs and activities aligned with
UNESCO's areas of expertise and national priorities. One of our core objectives is to promote
the Sustainable Development Goals (SDGs) outlined by UNESCO towards the year 2030.
UNESCO is actively involved in implementing SDGs related to education, science, social
sciences, communication, and culture.
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<. The 27th Malaysian Dietitian Association (MDA) Annual Conference
RS 12 &13 Jun 2023
Vertical Bangsar South
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Best Student Poster Case Study Presentation

Name of recipient: Kumuthini Karuppan (3rd prize) (Year 4, Bachelor of Science in Dietetics with
Honours)

Title: Nutrition Management of Post-Extubation Dysphagia in an Elderly Post-Coronary
Bypass Graft Surgery (CABG) Patient

Supervisor: Ms Foong Pui Hing (IJN)

Best Student Poster Research Presentation

Name of recipient: Hon Lip Hen (1st prize) (Year 3, Bachelor of Science in Dietetics with Honours)
Title: Prevalence of Malnutrition and Its Associated Factors Among Stroke Patients in
Hospital Sultan Abdul Aziz Shah (HSAAS), UPM

Supervisor: Dr. Zuriati Ibrahim

Best Student Oral Research Presentation

Name of recipient: Chow Yu Fei (1st prize) (Year 4, Bachelor of Science in Dietetics with Honours)
Title: Factors Associated With Risk of Sarcopenia Among Hemodialysis Patients in
Selected Dialysis Centers in Selangor

Supervisor: Prof. Dr. Chan Yoke Mun

Postgraduate Best Thesis Award

Name of recipient: Cordelia Lim Kheng May (2nd prize) (Graduated 2022)

Title: Assessing Protein Energy Wasting among Hemodialysis Patients using Bioelectrical
Impedance Analysis-Derived Phase Angle at Selected Dialysis Centers in the Klang Valley
Malaysia

Supervisor: Assoc. Prof. Dr. Zulfitri 'Azuan bin Mat Daud

Co-supervisor: Prof. Dr. Chan Yoke Mun

Best Dietitian / Postgraduate Poster Research Presentation

Name of recipient: Ng Wai Han (2nd prize) (Master of Science - Clinical Nutrition)

Title: Dietary Inflammatory Index and body composition of newly diagnosed breast
cancer patients, a cross sectional study in a tertiary hospital

Supervisor: Dr. Zalina binti Abu Zaid

Best Dietitian / Postgraduate Oral Research Presentation

Name of recipient: Imliya Ibrahim (1st prize) (Master of Science - Clinical Nutrition)

Title: Beyond Nutrient Intakes: Integrative Analysis of Dietary Patterns to Elucidate the
Unexplained Ramadan-Induced Nutritional Biochemical Alterations in Malaysian
Hemodialysis Patients

Supervisor: Assoc. Prof. Dr. Zulfitri 'Azuan Mat Daud
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PREVALENCE OF MALNUTRITION AND ITS ASSOCIATED FACTORS AMONG
STROKE PATIENTS IN
HOSPITAL SULTAN ABDUL AZIZ SHAH (HSAAS), UPM

Hon Lip Hen, Zuriati 1.1
'Department of Dietetics, Faculty of Medicine & Health Sciences, Universiti Putra Malaysia, 43400
Serdang, Selangor.
2Department of Dietetics, Hospital Sultan Abdul Aziz Shah, Persiaran MARDI-UPM, 43400 Serdang,
Selangor.

Objective: This cross-sectional study aimed to determine the prevalence of malnutrition and
its associated factors among stroke patients in HSAAS, UPM.

Method: Data on socio-demographic characteristics, medical status, biochemical data, and
nutritional management were retrieved from the medical records of the subjects and recorded
in the data collection form. Anthropometry parameters (body fat percentage, skeletal muscle
mass index [SMI], phase angle, ...) were measured using InBody® S10. Functional status was
measured in terms of handgrip strength using Jamar® hand dynamometer. Dietary inadequacy
was determined through 24-hour dietary recall interviews. Dietary inadequacy is referred to
energy intake of <70% of requirement. Malnutrition was assessed using the PG-SGA
questionnaire. Associations were tested using Fisher exact test and Chi-square test of
independence.

Results: 45 subjects age ranged from 20-89 years (53.3% male and 46. 7% female; 68.9% aged
>60 and 31.1% aged 18-59) participated in this study. Most subjects had at least 2 underlying
diseases (71.1%), with hypertension being the most common (75. 6%). Fasting lipid profile
indicated poor results, with 51.2% having low HDL and 75.6% having high LDL. About 30.0%
of the subjects were not referred to dietitian and more than half (55.6%) received exclusive
tube feeding. The mean BMI was 25.30 = 5.38 kg/m2. Majority (81.0%) of the subjects were
having high body fat percentage, while 44.2% had low SMI. The mean phase angle was 4.94 +
1.33°. Weak handgrip strength was observed in 73.3% of the subjects. Most subjects achieved
dietary adequacy (66.7%), but the prevalence of malnutrition was 62.2%. No significant
associations were found between socio-demographic characteristics, medical conditions,
anthropometry parameters, biochemical data, functional status, nutritional status, and dietary
inadequacy with malnutrition among stroke patients in HSAAS, UPM.

Conclusion: This high prevalence of malnutrition reported in this study underscores the urgent
need for early malnutrition screening and dietary interventions during admission for all stroke

patients.

Keywords: malnutrition, stroke patients
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‘ f [MIE0 Prevalence of Malnutrition and its Associated Factors among

Stroke Patients in Hospital Sultan Abdul Aziz Shah, UPM é
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Introduction Prevalence 4f Malnutrition {n=45)

« Malnntriticn iz often coexizted with in stroke patientz although the
arsociations remsin poorly understood. Malnutrition may result
from poor monitoring of nutritional statuz, prolonged madeguate
requirsments during recovery.

« Thare are Emited stwliss conducted to study the malnatrition and
itz azsociated factors emong stroke patients in Malayzia.

» Tharefore, this crois-zectional study waz condocted to determine
the prevalence of malmmtrition amd its aszociated factors among
stroke patients in Hocpital Sultan Abdol Aziz Shah, UPML

Methodology
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Results & Discussion

Total mumber of subjects (n—45)
Age 20-59  Apctll-89

i i

46.7%

=
2 5A 31.1% 68.9%
AMAR756% AR 7337

Hypertension

AR BLO%

High body fat percentage

Weak handgrip strength

‘I“M‘ 33.3%

Dhistary madequacy

Total Cholesterol .
548 £ L.55 mmolL )’Ji\
Triglveenides
1.53 £ 1.20 mmol'L

Phasze Angle
4942 L33°

Body Weight Status &
Malnutrition {n=44)

lalnutritian Wl avrihed
WNurial welghl B0 webh & CHelly
Figare 2t Provalencs oof mulvatrition smony sabjects  Figare 3 By woiphs staras & svinatrition

Phase Angle & Referral to Dietitian &
Malautrition {n=43) Malnutrition {n=45)
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« Significant associstion: were found betwean hody weight status (§2

= 5.803, p = 0016 phase anglz (2 = £004, p = 0.044), and

referral to dietinan (¥2 = 4.4423, p = 0.035) with malmtrition,

Well-nomithed subjectr were mottly overweight or obsse, whils

malnourithed mwbjects tanded to have & normsl weight. This aligns

with previouz r1azesrch imdicating that overweight eldsrly
mdividuals are more likely to be vrell-nourizhed compared to those

with a normal weight [1].

Mozt well-nourizhed zobjectz had & normsl phace angle, whereas

the majority of malnouriched suhject: had & fow phaze angle. This

finding is concistent with & previous study that- zlso reported am
agsociation betwesn phate angle and malnuirition in patients with

=cute sircke [2]

« Referral to dietiisn seemed to pozitively affect the mutritionsl
ztatus of the subjects. Thiz may be becauze dietitian asreszment and
miervention iz effective in improving dietery mtake and guality for
patients st risk of malnutriton [3]

Conclusion

+ Thizs high prevalence of mabmirition reported i thiz siudy
underzeores the nrgent need for early malbutriion sereeming amid
dietary intervemtions duiing admizsion for all smoke patients.

= Having higher BMI and normal phase sngle tandz to have protective
sffect againtt mahmtrition ariong stroks patisnts.

« Referral to dietitian tends to be a preventive and corrective approach
for malnminition among sooks patients: Thiz highlightz the
important role of diefition in  implementing early distary
imfervention: in stroke patisngs.
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Bioelectrical Impedance Analysis Derived-Phase Angle
as a Pragmatic Tool to Detect Protein Energy Wasting

among Hemodialysis Patients in Malaysia

Cordelia Kheng May L%, Jun Hao L%, Imliya I* ,Yoke Mun C*4, Nor Fadhlina Z2, Rosnawati Y2 and Zulfitri Azuan MD***

‘Department of Dietetics, Universiti Putra Malaysia, “Department of Medicine, Universiti Putra Malaysia, *Department of Nephrology,
Hospital Kuola Lumpur, “Research Center of Excellence, Nutrition and Nen-Communicable Diseases, Universiti Putra Malaysia
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DIETARY INFLAMMATORY INDEX AND BODY COMPOSITION OF NEWLY
DIAGNOSED BREAST CANCER PATIENTS, A CROSS SECTIONAL STUDY
IN ATERTIARY HOSPITAL

Ng WH':2, Zalina AZ!, Barakatun-Nisak MY, Syafinaz AN!
!Universiti Putra Malaysia
Institut Kanser Negara

Objective: To determine the association between energy-adjusted dietary inflammatory index (E-
DII) with body composition among newly diagnosed breast cancer patients.

Methodology: This was a cross sectional study involving 124 breast cancer patients from a tertiary
medical centre in Peninsular Malaysia. All patients were within the first year of diagnosis and had
yet to start on any oncological treatment. Body composition components including body weight, fat
mass, fat-free mass and visceral fat were measured with TANITA body composition analyzer. E-DII
scores were computed based on dietary intake assessed using an interviewer-administered,
validated, 165-item food frequency questionnaire (FFQ). Physical activity level was determined
using International Physical Activity Questionnaire — short form (IPAQ-sf) while handgrip strength
was assessed with Jamar hand dynamometer. Biochemical profiles including albumin, hemoglobin
and white blood cell components were obtained.

Results and Discussion: The mean body weight, body fat percentage, fat mass/ fat-free mass ratio
(FM/FFM) and visceral fat increased as E-DII scores increased (p for trend < 0.05), with significant
associations between E-DII and these body composition parameters (p< 0.05). As E-DII tertile
increased from the lowest to the most pro-inflammatory tertile, the mean value for biochemical
results also increased for white blood cells (p for trend < 0.05) and lymphocyte count (p for trend
<0.01). However, handgrip strength did not show any significant difference across the E-DII tertiles.

Conclusion: In conclusion, pro-inflammatory diet was associated with a less favourable body
composition characterised by increased body weight, body fat percentage and higher FM/FFM ratio
in newly diagnosed breast cancer patients. Higher white blood cells and lymphocytes count might
reflect the ongoing subtle chronic inflammation effect from such a diet.
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BEYOND NUTRIENT INTAKES: INTEGRATIVE ANALYSIS OF DIETARY PATTERNS
TO ELUCIDATE THE UNEXPLAINED RAMADAN-INDUCED NUTRITIONAL
BIOCHEMICAL ALTERATIONS IN MALAYSIAN HEMODIALYSIS PATIENTS
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Objective:

Significant nutritional biochemical changes during Ramadan pose potential life-threatening
complications for hemodialysis (HD) patients. Traditional assessments of nutrient intakes fail to
adequately explain these changes, leaving healthcare professionals without clear and specific
dietary advice. Thus, this study aims to explain the nutritional biochemical alteration

in Malaysians HD patients during Ramadan using dietary pattern approach.

Methodology:

A 6-week, multicenter, prospective longitudinal study was conducted among 102 Malaysian
Muslim HD patients who planned to fast during Ramadan. Nutritional biochemical parameters,
such as serum phosphate, potassium, and albumin were measured at two timepoints: two weeks
prior (V0) and during the fourth week of Ramadan (V1). Dietary patterns were derived from 3-day
diet records collected during V1 using both principal component analysis (PCA) and reduced rank
regression (RRR). Mixed-model ANOVA was used to evaluate the impact of different dietary
patterns on Ramadan-induced nutritional biochemical changes.

Results and Discussions:

PCA identified four distinct dietary patterns: “Home-Balance” (HB), “Ramadan High-Protein”
(RHP), “Carbohydrate-based” (CB), and “Ramadan-Traditional”’(RT). Meanwhile, RRR yielded
one dietary pattern “Ramadan-Modern” (RM). Significant interactions of serum phosphate were
found in RHP (p=0.020) and RM patterns (p=0.004). High adherence to RHP and RM patterns led
to increased serum phosphate during Ramadan while low adherence resulted in reductions. RM
pattern showed a significant interaction (p<0.001) for serum potassium with high adherence
demonstrated increasing trend. Besides, HB pattern had a significant interaction (p=0.035) with
serum albumin, with the lowest adherence experienced a greater reduction during Ramadan.
Significant reductions of serum phosphate and albumin during Ramadan were observed in CB and
RT patterns with no significant interaction was found between tertiles.

Conclusion: Dietary pattern rich in Ramadan finger food, poultry & egg, processed meat & fast
food, fruits, and dried dates leads to adverse nutritional biochemical alterations during Ramadan.
A Ramadan-specific dietary guideline is essential to promote healthier food choices among HD
patients.
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ASSESSMENT OF FOOD SECURITY, DIETARY DIVERSITY AND MALNUTRITION IN
YOUNG CHILDREN AGED 2 TO 6 YEARS OLD FROM B40 FAMILIES IN SEREMBAN

Ng Jia Hui and Gan Wan Ying
Department of Nutrition, Faculty of Medicine and Health Sciences, Universiti Putra Malaysia

ABSTRACT

Providing children with adequate nutrition during the early years of life is crucial for their physical
growth and development. However, food insecurity and malnutrition remain significant challenges
in low-income households. Dietary diversity is an essential indicator in assessing the adequacy of
nutrients consumption from daily diet and it is influenced by various factors. Despite this, little is
known about dietary diversity among young children aged 2 to 6 years old in Malaysia. Therefore,
this cross-sectional study aimed to examine the determinants of dietary diversity and its association
with growth status among young children aged 2 to 6 years old from B40 families in Seremban. A
total of 245 children (46.9% boys and 53.1% girls) from 10 randomly selected Taska KEMAS and
30 randomly selected Tabika KEMAS in Seremban participated in this study. The mean age of the
children was 56.17 + 12.78 months. A mother’s self-administered questionnaire was used to obtain
information on socio-demographic background and food security status. Anthropometric
measurements including weight and height were measured by the researcher following standard
procedures. A 3-day 24-hour dietary recall was obtained through phone call interviews to evaluate
dietary diversity and nutrient intake of the children. Results showed that 53.9% of the respondents
were food insecure. Besides, a high prevalence of underweight (23.3%), stunting (29.4%) and
wasting (23.3%) were reported among the children. The prevalence of overweight and obesity
among children was 4.5% and 1.2%, respectively. The mean dietary diversity score (DDS) of
children was 6.34 £+ 0.64, out of a possible score of 9. Majority of the children fell in the middle
tertile of DDS (78.8%), while 20.0% were in the lowest tertile and 1.2% in the highest tertile.
Bivariate results revealed that mother’s age (+=-0.142, p=0.027) and monthly household income
(F=2.983, p=0.029) were significantly associated with DDS. DDS was further found to be
significantly correlated with HAZ of children (r=-0.142, p=0.027). However, no significant
associations were found between food security and DDS, as well as DDS with WAZ, WHZ and
BAZ (p>0.05). In conclusion, this study highlights the high prevalence of undernutrition and food
insecurity among young children aged 2 to 6 years old from B40 families. Findings suggested that
high DDS was prone to protect children from being stunted. Promoting dietary diversity among
young children should be a priority for policymakers and interventions in kindergartens to address
the burden of childhood malnutrition.
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DEVELOPMENT OF LOCAL FOOD-BASED DIETARY RECOMMENDATIONS
USING LINEAR PROGRAMMING APPROACH FOR URBAN POOR
UNDERNOURISHED CHILDREN AGED 48 TO 71 MONTHS OLD
IN SEREMBAN, MALAYSIA

Miow Yee Xuen', Gan Wan Ying!, Umi Fahmida?, Lim Poh Ying’, Geeta Appannah’ and
Siti Nur’ Asyura Adznam?

!Department of Nutrition, Faculty of Medicine & Health Sciences, Universiti Putra Malaysia (email of author:
myeexuen0807@gmail.com)

2South East Asian Ministers of Education Organization Regional Center for Food and Nutrition (SEAMEO
RECFON), University of Indonesia

3Department of Community Health, Faculty of Medicine & Health Sciences, Universiti Putra Malaysia
“Department of Dietetics, Faculty of Medicine & Health Sciences, Universiti Putra Malaysia

It could be challenging to meet the nutritional needs of young children while maintaining their
intake of local and culturally appropriate foods. Using linear programming (LP) approach to
optimize their diet can be an effective strategy to include local and culturally acceptable foods.
This cross-sectional study aimed to develop affordable and realistic food-based dietary
recommendations (FBR) to improve dietary adequacy of urban poor undernourished children
aged 48 to 71 months old from low-income households in Seremban district, Malaysia. Dietary
intake of 83 undernourished children was assessed using a non-consecutive 3-day 24-hour
dietary recall. FBR were developed by LP approach using WHO Optifood software. Comparing
to the Recommended Nutrients Intakes (RNI) of Malaysia, niacin (93%), folate (30%), calcium
(30%), and zinc (55%) were not achieved by most of the children. Folate was considered as an
absolute problem nutrient whereas adequacy levels of vitamins A, B6, B12, C, calcium, iron, and
zinc were difficult to be achieved even when the diet was optimized. The identified top five
locally available nutrient-dense foods that would fill these nutrient gaps were chocolate malted
milk, full cream milk, chicken egg, mustard greens, and cauliflower. The recommended FBR
were 3 servings of grains, 1 serving of fruits, 2 servings of vegetables (of which included 1
serving of vitamin C-rich vegetables), 2 servings of meat, fish and eggs (of which included 1
serving of eggs), 1 serving of legumes, nuts and seeds, and 2 servings of fluid milk every day.
Findings indicate that there is a need to implement a healthy, balanced, affordable and culturally
acceptable FBR for undernourished children from low-income households in order to fill the
identified nutrient gaps.
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RESEARCH ACTIVITIES REPORT CRU ASSOCIATE MEMBERS (CRAMS) &
AND CLINICIAN SCIENTIST COTERIE (CSC) FOR SERIE 5/2023 ﬂ &

SHARING FROM CRAMS |
AND CSC MEMBERS! 5/2023 &vsaanasmad

CRAMs Online Meeting was held every 2 months among CRAMs Members, Clinician Scientist Coterie (CSC) Members,
and staff among Hospital Sultan Abdul Aziz Shah (HSAAS), UPM, and Faculty of Medicines and Health Sciences, UPM.
This session was intended for the CRAMs members to share their research activities in the department and how they are
coping with all the coming challenges and striving to keep moving forward. During the session, the members will have
to present their research activities report comprising remarkable research activities and outputs, promoting positive
perceptions and motivation for facing challenges, improving clinical research, and cultivating research & networking.
In light of cultivating the spirit of research and knowledge sharing, here are the summaries of the presentation shared
for all of us to get to learn how is everyone is doing in proceeding with the quality research in UPM.

DEPARTMENT OF PEADIATRIC

Background:

The Department of Paediatrics was established on 1t June 2006 for clinical teaching and
curriculum for year 1 to year 5 Medical Students. Apart from clinical services, this department is
also responsible for producing postgraduates from the Master of Medicine (Paediatrics) course
to trained qualified graduates as general pediatricians. This program offers full-time course
work that aligns with high national standards to produce highly qualified graduates Apart from
the teaching activities mentioned above, the excellence in research and professional
consultation is also taken part.

— CRAMs Member:
Department Specialist and Lecturers: Dr. Putri Binti Yubbu

The department consists of 17 Specialists in total:
% 13 Academic members- 8 active academic staff
% 4 Lecturers on subspecialty training, 1 ongoing PhD.

DR TURINA BINTI TAINUDIN
Hea Depadent of Pediatio

FROF MADYA DR TING 3 D PROF. MADYA OR INTAN
TZER HAU =L HAKIMAH BINTI ISMAIL

Sanior Lettn

DR LEEYEE UN
Zenior Lecturer

X 20 Bin AIS LISSA AN DR NOR AZYAT) BINTI YOM MISH
UR'/:‘::J A’nd:::w F:ﬁl :nm-*::qu;’* NG u o ERETKEWIS BEHEL AN bk
ZAMAL * < 5 YUSOFF {3 CHE ABDULLAH KES MOHAMED NASHRUDIN

Medical Lacturor . a
Medical Lectures et rer ¢ Tranes Mecicsl Lecter

ENCIK WUHAMAD
PUAN MAS YATI BIMTI ASYRATF BINABD
MOHD LAZIM RAZAK,
Adminisoiive A=sistant Opemtiane Assistant

Figure 1 Organization Chart for the Department of Paediatric

Establishment of Clinical Immunology, Dermatology, & Allergy (IDEAL) Research Center

1. Advanced Medical Research in Allergology and Clinical Immunology (AMRAC) is a center for improving the diagnosis
and treatment of PID and allergic diseases through clinical activities, research education, and advocacy.

2. It has been well known as Malaysia's referral center for pediatric allergy (food) and clinical immunology (primarily
PID).

3. InHSAAS, Allergy and Clinical Immunology Centre (AMRAC):
% Provides advanced and comprehensive care for allergy and PID patients

‘0

% Consist 2 interrelated units to cater to patients and research needs:
* Allergy & Clinical Immunology Specialist (ACIS) Centre
* Primary Immunodeficiency and Allergy Diagnostic & Research Laboratory (PEARL)
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REMARKABLE RESEARCH ACTIVITIES AND OUTPUTS

Research Highlights and Achievements:

2020 15
2021 10

2022 12

2023 10 (Ongoing)
Table 1 Number of publications based on past research projects.

Publications Highlight: Top 10% and Q1 and Q2 Journal (Allergy and Immunology )
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Publications Highlight: Top 10% and Q1 Journal (Paediatric Cardiology)
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Journal of the American College of Cardielogy
17, 27 October 2020, Poges 1947-1961

Welume

Peak apical recoil rate is a simplified index of left ventricular untwist:
validation and application for assessment of diastolic function
in children

Tnvestigation

Echocardlographlc Findings in Pediatric
Putri Yubby'2® . Hunter Kauffman' -Re‘nmaldmﬁn\iﬂsﬂ' « Andrea E. Montern' - Tomoyuki Sato’ .
i bt e Ak Bemeni Multisystem Inflammatory Syndrome
gt et i Associated With COVID-19 in the United
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Left Ventricular Rotational Mechanics in Children
After Heart Transplantation
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\ I /> Diagnostic value of myocardial deformation pattern in children
with noncompaction cardiomyopathy
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’f Abstract
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Publications Highlight: Top 10% and Q1 Journal (Paediatric Endocrineology)
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CASE REPORT

Nutritional Rickets in Three Toddlers during Covid-19 \
Pandemic Lockdown \
Lee YL®, Yusoff NA®, Ting TH®

*Paediatrics Endocrine Unit, Department of Paedistrics, Hospital Sultan Abdul Aziz Shah, Universiti Putra laysia, Serdang, Sel % laysi \
"Department of Paediatrics, Universiti Putra Malaysia, Serdang, Selangor, Malaysi
ABSTRACT
a Nutritional rickets is a worldwide problem which has been increasingly reported globally.

ts aged 1-2 vears presented in March to April 2021 with bony deformities

DOk 10.1111/pedi 12985

| vear of national Covid-19 pandemic lockdown since March 2020. All three

ORIGINAL ARTICLE WILE) breastfed till presentation without formula milk supplementation. Weaning

Molecular diagnosis of maturity-onset diabetes of the young in
a cohort of Chinese children

Aijing Xu® @ | Yunting Lin®® | Huiying Sheng® | Jing Cheng® | Huifen Mei® |
Tzer Hwu Ting? | Chunhua Zeng® | Cuili Liang? | Wen Zhang® | Cuiling Li* |
Xiuzhen Li*® | LiLiu*®

“De of Genetics and g -
Guangihou Women and Chikien's Medicol Abstract Jaediatrics &
Conter, Guangzhou Medscal University, -+
Cuareio, Coing v OBiactis e bupme ol e C hlld Health
IDepartment of Paediatrics, Faculty ot maturity-onset diabetes of the yod
Medicine & Health Sciences, University Putra and estimate the frequency and d doi10.1111/pc. 16405
Malaysia. Serdang. Malaysia hern China.
ORIGINAL ARTICLE
Thyroid autoimmunity and autoimmune thyroid disease in
Malaysian girls with Turner syndrome: An understudied population
Yee L Lee ©,' Azriyanu A Zaini,? Arini N Idris,” Raja A Abdullah,* Jeanne 5L Wong,"* Joyce SS Hong,”
Suhaimi Hussain,® Poi G Lim,’ Song H Lim,” Noor SM Nor,'*"" Loo L Wu'? and Muhammad Y Jalaludin?
'Paediatric Endocrine Unit, Department of Paediatrics, Faculty of Medicine and Health Sciences, Universiti Putra Malaysia, Serdang, “Paediatric Endocrine
IR . 4 Yntt, Department of Paediatrics, Faculty of Medicine, University Malaya, *Paediatric Endocrine Unit, Department of Paediatrics, Hospital Tunku Azizah,

Tavana etal. italian Journal of Pediatrics (2022)48:7193

Ital Pakar Kanak4anak, Universiti Kebangsaan Malaysia, Kuala Lumpur, *Paediatric Endocrine

s
https//dol.org/10. 186/313052-022-01385-5 Itallanjoumal of Pediatrics u Pinang, *Paediatnic Endocrine Unit, Department of Paediatrics, Putrajaya Hospital, Putrajaya,

perine Unit, Department of Paediatrics, Hospital Universiti Sains Malaysia, Kota Bharu,
A Women and Chidren's Hospital, Kota Kinabalu, '"Department of Paediatrics, Faculty of
r ), Universiti g MARA (UITM), Shah Alam and “Subang Jaya

'RESEARCH  OpenAccess
Whole exome sequencing identifies two o

novel variants in PHEX and DMP1 in Malaysian

children with hypophosphatemic rickets

Nahid Tavana’, Tzer Hwu Ting®', Kaitao Lai**, Marina L. Kennerson®” and Karuppiah Thilakavathy'®©"

Abstract

Background: Hypophosphatemic rickets (HR) is a genetic disease of phosphate wasting that is characterized by
defective bone mineralization. The most common cause of the disease is mutations in the phosphate regulating geneg
with homologies to endopeptid. on the X chromosome (PHEX) gene, The aims of this study were to identify the
gene variants responsible 101 HR in three cases of Malaysian origin from three independent families and to describe
their clinical, biochemical, and radiological features.

| CONSENSUS GUIDELINES ON

SCREENING, DIAGNOSIS AND
MANAGEMENT OF CONGENITAL

HYPOTHYROIDISM
IN MALAYSIA
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REMARKABLE RESEARCH ACTIVITIES AND OUTPUTS

Research Highlights and Achievements:

2020 15
2021 10
2022 12

2023 10 (Ongoing)

Table 1 Number of publications based on past research projects.
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Research Highlights and Achievements:

Characterisation of Immunoglobulins (IgG, IgA,

Asiioackllrnr:(a)ii |[:r:1|anl:an IgM), IgG Subclasses and Specific Antibody L2 Aplziro 2R
Responses Among Healthy At Hospital Pengajar
Universiti Putra Malaysia and Hospital Serdang
2. ) ) ) Investigating The Cause Of Spontaneou Preterm
Dr Zurina Zainudin Births Through Whole Exome DNA Mutation And FRGS Ongoing 185,900
Quantitative Gene And Protein Expression (2020 -
Analyses 2023)
Gene Mutatl.ons In Heterotaxg Sgndrome With Heartlink Approved- 20.273.99
Congenital Heart Disease Using Next MoA
Generation Sequencing Technology
Outcomes Following Prenatal Diagnosis Of Fetal Fetal Heart Society ~ Aproved- 40,000.00
Rhabdomyomas: A Fetal Heart MoA
3 Dr. Putri Yubbu Society Collaborative Study
Clinical Profile And Genetic Analysis Of Children FRGS Rejected 190.000.00
With Heterotaxy Syndrome T
Using Whole Exome Sequencing
Improving Clinical Skill That Leverage Audio-visual .
Aids In Detecting Abnormal Heart clPp Rejected A
Sounds Among Medical Students
Factors Associated With Successful Peripheral IPM Ongoing 48360
Dr. Melissa Anne Nunis Intravenous Cannulation Among Neonates In '
Hospital Pengajar Universiti Putra Malaysia
Dr. Khairoon Nisa Title: Pemindahan Ilmu Mengenai Asas Pertolongan (KTGS) Submitted 9050

5. Mohamed Nashrudin Cemas Kanak- Kanak (‘Basic First Aid For Children’)
Kepada Komuniti Suri Rumah Bandar Baru Bangi.

Current Research Activities:

2021  Discovery of genetic aberrations in Assoc. Prof. Dr.Ting Tzer Prof. Madya Dr. Intan JKEUPM-2021-
paediatric patients suspected of rare Hwu, Hakimah Ismail 436
genetic disorders Jabatan Pediatrik * Dr.LeeYeelin
* Dr.Mohd Azri Bin Zainal
Abidin
* Dr. Zurina Zainudin
* Dr. Nor Azyati Yusoff
* Dr. Melissa Anne Nunis
+ Dr. Sithra A/P Rengasami
2021  Efficacy of vein translumination device  Dr. Melissa Anne Nunis * Dr. Zurina Zainuddin IPM Grant JKEUPM-2021-
among neonates admitted to HPUPM- a  Dr.Lim Zi Han (master RM48300 039
randomized control study student)
2021 Couvid 19 stress and fear levels among Prof. Madya Dr. Intan * Dr.Mohd Azri Bin Zainal JKEUPM-2021-
parents if primary immunodeficiency Hakimah Ismail Abidin 715
children in Malaysia Dr. Saidatul Saadah
Ramlah (master student)
2021  Health related Quality of Life among Prof. Madya Dr. Intan Dr. Mohd Azri Bin Zainal JKEUPM-2021-
primary Immunodeficiency patientsin ~ Hakimah Ismail Abidin 353

HPUPM

Dr.Theiva Rani (master
student)
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PROMOTING POSITIVE PERCEPTIONS AND MOTIVATION FOR FACING CHALLENGES,
IMPROVING CLINICAL RESEARCH, and CULTIVATING RESEARCH & NETWORKING.

Challenges
Motivation
The department found that it was hard to do research
forafewreasons: Moving forward by sharing knowledge and
1. Unsupportive environment to do research. joining more conferences, programs, workshops etc.
2. Long process for ethical clearance and approval.
3. Long process to get MoA agreement to complete.
Steps were taken to improve clinical research
Step forward for publications Brainstorming ideas
* Adding the APC cost in Grant * Participating in multiple workshops
proposal. online including CRAM CRU online.

* Using Tabung Amanah as Grant for
the lecturer who do not have grant

Find good opportunities for networking and collaboration

+ Collaborating with private industry for clinical trials.

Clinical Profile And Outcome Of Superior Vena Cava Obstruction Following Congenital Heart Disease
Intervenuon In A Single Cardlac Center

UPM

Clinical Profile And Outcome Of Superior Vena Cava Obstruction Following Congenital Heart Disease
Intervention In A Single Cardiac Center
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METHODOLOGY o e ‘ H
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We would like to thank Dr. Putri Yubbu for sharing. We hope that the sharing can transform tacit knowledge into
explicit, written, and easily communicated knowledge for the right people to receive the right information at the right
time. See you the next time!.

o s

.\\ Check out more information about our CRU Associate Members (CRAMSs) for the Year
b, 2022/2023 Member on HSAAS website at CRAMs Members.
Be featured in our next series of RECRUS Newsletter by contacting us at CRU!
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~ ¥~
Appraisals in Meta-journal Hour 19 ﬂ 3N
By Salwana, and BH Chew ~

The paper:
Comparative Effectiveness of Aspirin Dosing in Cardiovascular Disease DOI: 10.1056/NEJMo0a2102137

Why was this study conducted?

The introduction section of the paper discusses the disagreement between previous /
findings from Observational and Randomized Control Trial studies on the different
dosages that had different risks on patients with atherosclerotic cardiovascular
diseases. In the US, aspirin was recommended in patients with established
atherosclerotic cardiovascular disease to lower the risk of adverse health outcomes.
60% of patients discharged from the hospital after myocardial infarction were
treated with 325mg of aspirin daily and the dose was changed by 25 by a factor in
the proportional use of high-dose aspirin varying across participating centers (Hall
et al. 2014). The European Society of Cardiology (Montalescot et al., 2014) provides
clinical guidelines on the definitive recommendations for aspirin dosage, however,
the American College of Cardiology — American Heart Association (Amsterdam et al.
2014) does not have similar guidelines. As such, the appropriate dose of aspirin for
patients with established atherosclerotic cardiovascular disease is controversial. The
author found that there was uncertainty about which aspirin dose clinicians should
recommend. Still, questions exist regarding the side-effect profile, including potential
differences in major bleeding or discontinuation due to minor bleeding or dyspepsia.
The evidence supporting a preferred aspirin dosage for atherosclerotic
cardiovascular disease (ASCVD) can have significant public health implications for
outcomes such as death, myocardial infarction, stroke, and major bleeding. Click [HERE] and don’t forget

\ 7 UGm HSAAS

i |
The study was based on ADAPTABLE (Aspirin Dosing: A Patient-Centric Trial to subscribe to our channel!

Assessing Benefits and Long-Term Effectiveness) (Gravel et al., 2020), an open- n YouTu be
label, pragmatic design to provide real-world evidence on the optimal aspirin dosing
strategy for these patients. The study aimed to compare the effectiveness of two
different doses of aspirin (81 mg and 325 mg per day) in reducing the risk of death
from any cause, hospitalization for myocardial infarction, or hospitalization for
stroke among patients with established atherosclerotic cardiovascular disease.

The authors used an open-label, pragmatic, randomized, controlled trial comparing the effectiveness of 81-mg- and
325-mg daily aspirin doses as secondary prevention in patients with established atherosclerotic cardiovascular disease

Watch the video recording on:

How was it done?

Trial Design

Designs: Participants:

An open-label, pragmatic, randomized, controlled trial comparing the effectiveness . 15,000 patients treated in routine clinical practice.
of 81-mg and 325-mg daily aspirin doses as secondary prevention in patients with .  Pparticipants enrolled from April 2016 to June 2019.

established atherosclerotic cardiovascular disease. *  Final follow-up stop in June 2020.
* Patients of ASCVD were searched by a cohort identification
query (termed “computable phenotype™);

Sites: L *  From electronic health record data at each institution
= through a cohort identification query (“computable
= 40 centers/institutions + 1 health plan =" phenotype”).
«  Used healthcare systems at own centers/institutions .12 = *  Allthe patients provided electronic informed consent before
enrollment.

National Patient-Centered Clinical Research Network (PCORnet)

A distributed research network of partners including clinical research networks,
health plan research networks, and patient-powered research networks across
the United States to share information and participate in research.

Benefits: Z N Patients Engagement

Not to interfere with routine clinical practice and is expected to Activities:
impose a minimal burden on clinicians, clinics, health systems, »  The Health eHeart Alliance (San Francisco) coordinated the
and patients. patient’s engagement activities for participation.

*  “Adaptors”, a group of nine patient-partners designed The
protocol and all patient-facing materials

Fig. 1 show the summary of trial design


https://www.nejm.org/doi/full/10.1056/NEJMoa2102137
https://youtu.be/QHZ2Srw2GRo
https://youtu.be/UxzfNZIUJ0Q
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Trial Population and Recruitment Strategies
INCLUSION AND EXCLUSION CRITERIA

Patients with established atherosclerotic cardiovascular disease following criteria below:

X i N r

Established ASCVD was defined by any of the Have at least 1 enrichment criterion: B e et

olihines +  History of significant allergy to aspirin,

: Ea L *  age265years - History of gastrointestinal bleeding within 12

1)  prior myocardial infarction; »  serum creatinine 1.5 mg/dL, months.

SR O oty e sl smizaion *  diabetes mellitus Bleedin.g disorder that precluded aspirin use.
procedure  (percutaneous coronary * current cigarette smoking Current or planned use of an oral
intervention or coronary-artery bypass «  cerebrovascular disease anticoagulant or ticagrelor.
grafting surgery); . *  peripheral artery disease Female patients who were pregnant or

3) prior  coronary  angiography + heartfailure (systolic or diastolic) nursing
demonstrating 275% stenosis of at *  leftventricular ejection fraction <50% « There were no exclusion criteria for upper age
least 1 epicardial coronary artery; or +  systolic blood pressure >140 mm Hg, o limt. comorbid congitions, or other

4) history of chronic ischemic heart » low density lipoprotein cholesterol concomitant '
disease, coronary artery disease, or >130 mg/dL. e i atianey
ASCVD. A J

+  There were no exclusion criteria for upper age limit,
comorbid conditions, or other concomitant
s - = medications.

Randomization and Trial Treatment

Baseline

Consent RANDOMIZATION
Demographic characteristics: _ * In patient portal
* Reported by patients. « Buy aspirin over the counter
« Age, sex, race, ethnic group, current tobacco use, and
medication use PATIENT PORTAL FOR AN EARLY STUDY ENCOUNTER

* By telephone contact the call center for non-Internet participants.

+ Between 1-3 weeks after randomization.

« To confirm adherence to the appropriate dosage and answer
questions about secondary contact information.

Clinical characteristics and medical history:

+ Refrieved by means of a trial-specific query of the electronic
health record (with the use of the PCORnet Common
Data Model format) at enrolling health centers.

« Alook-back period of b years from the date of enrollment.

TRIAL TREATMENT _

——

&1-mg Group [N=7540} 325-mg Group (N=7536}
Once daily Once daily

» 11 ratio for 3 months or 6 months follow-up.
» Were followed for @ median duration of 26 months

T2 T3

3 months Follow-up i 6 months Follow up
1

Asked about adherence to the trial medication, the us:-e of concomitant medications, recent hospitalizations
(and primary diagnoses of hospitalizations), and patient-reported outcomes.
1



https://hsaas.upm.edu.my/upload/dokumen/20231013154209Clinical_Epidemiology_-_MJH_19_Appraisals_Comparative_Effectiveness_of_Aspirin_Dosing_in_Cardiovascular_Disease.pdf

RECRUS Res.Newsl.Sept 2023;Vol. 3, Issues 24:Page 766.CSTR:https://cstr.cn/33294.43.032423.RECRUS.6

e 1:1 ratio to follow-up visits every 3 months or every 6 months to better understand the effect of the
frequency of clinical trial assessments on patient engagement and follow-up.
e  $25 remuneration for each participant

* Electronic communication 5900 (39.1%)
* In person 3994 (26.5%)

* Mailed letter 3400 (22.6%)
= Telephone call 1695 (11.2%)

Approximately 450,000 people were
approached for the study

l

32,164 individuals visited the patient

15,076 participants enrolled and

underwent randomization

. Most common reasons for not participating:
portal and entered a personalized
Not willing to change current aspirin dose
access code Ineligible
T Difficulty with navigating the portal
l Not interested in the study
How participants were contacted for recruitment: Needed more time to think about the study

and ask questions
Felt the study was too much of a time
commitment

+ Other (0.6%)

l l

7540 7536
randomized to randomized to
81 mg group 325 mg group

Fig. 2 Randomization, treatment, and follow-up of participants.

Its Data Sources

Multiple data sources:
+ Patient report at the scheduled trial encounters.
»  Queries of electronic health record data organized according to the PCORnet Common Data Model
format.
+ Linkage with data sources from PCORnet private health plan partners (Aetna, Anthem, and Humana); and
« Linkage with fee-for-service Centers for Medicare and Medicaid Services claims data.

Sample Size Calculation

. |
+ 85% power to detect a 15% relative risk reduction : Overall Annualized  Annualized |
. . . annualized Relative eventrate  eventrate
assuming a primary effectiveness outcome rate of 5% per : eventrate Rk inlowrisk inhighrisk O PO
year in the higher-risk arm. I we ey e
* 24 months recruitment/maximum follow-up of 30 : 2 9590 37 a4 B oo
months/5% annualized rate of loss to follow-up. : 42 o825 28 a8 e 06
I 4.2 0.850 3.9 4.5 1322 0.88
° S|OW€I’ recruitment : 44 0.800 3.9 4.9 1381 0.99
Longer by 14 months « Longer follow up duration | ea o085 40 as B8 097
. imi i 1
lelted fundlngs l 4.4 0.850 4.1 4.8 1383 0.89
. 1
Reduced sample size to 15,000. 1 a6 0800 a1 51 a1 099
+ 88% power to detect a 15% relative risk reduction in : a6 082S 22 5.0 a2 097
the primary outcome, assuming an annualized event 1 i v - _
rate of 4.6% in the higher-risk arm, leading to an 1
I 4.8 0.800 4.3 5.3 1501 1.00
overall event rate below 5% I
« 38 months recruitment/maximum follow-up of 50 : "W e 22 R 0N
months/5% annualized rate of loss to follow-up. 1 43 97850 R 32 150 B
+  Slower recruitment :
» Longer follow ration . 1 .
.O gfimi(;eg ful:]Fc)li?]u Sato : Table 6 in the article presents calculations
9 1 performed for a sample size of 15,000 using PASS

Table 6 shows the primary effectiveness endpoint: software

« Rates of 4.6%, 4.8%, 5.0%, and 5.2% per year in the higher-risk arm.

« Annualized rate of loss to follow-up of 5%, 2-sided significance level alpha of 0.05.

« Clinically meaningful RR reduction for the treatment effect between aspirin doses for primary effectiveness
endpoint of 20%, 17.5%, and 15%.

+ Assuming an annualized event rate of 4.6% in the higher risk arm and a 15% RR reduction (annualized event
rate of 3.8% in the lower risk arm) leads to 88% power and requires 1322 primary outcome events.
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Table 7 shows the primary safety endpoint for: Table 7

* Hospitalization for major bleeding, power Annualized eventrate  Relativerisk  No. of
calculations were based on estimated primary event in higher-dose arm vedichER st Power
rates of 2%, 2.5%, and 3% per year (in the higher [ 5% 136 26%
dose arm); Annualized rate of loss to follow-up of 20% 449 662
5%; 2-sided significance level alpha of 0.05; 15% 161 49%

e 7,500 participants in each treatment arm; total

) ) 2.5% 25% 544 92%
enrollment of 38 months; and a maximum follow-up ; &
period of 50 months. 20t 257 16%

» Power greater than 85% to detect an RR reduction il f75 2
of 25%, and for event rates of 2.5% or greater, | 3% 23% ol a6
power will be close to 80% to detect an RR reduction 20% 63 B3%
of 20%. 15% 688 58%

Table 7 in the article presents calculations performed for a

sample size of 7,500 each arm using PASS software.
Clinical Outcomes

1. Primary effectiveness outcomes
The time to the first occurrence of any event in the composite of death from any cause, hospitalization for
myocardial infarction, or hospitalization for stroke.

2. Pre-specified secondary outcomes
Including coronary revascularization (percutaneous coronary intervention or coronary artery bypass grafting),
the individual components of the primary outcome, and hospitalization for transient ischemic attack.

3. Primary safety outcomes
Hospitalization for major bleeding with an associated blood-product transfusion.

Statistical Analysis

Primary effectiveness outcomes

Study ana hﬁis: * Cumulative event rates (estimated percentages) were estimated at median
* Intention-to-treat principle. follow-up - Kalbfleisch and Prentice’s nonparametric estimator of the

cumulative incidence function.
* Event-free survival rates for the primary effectiveness outcome and death
from any cause were compared with the use of Cox proportional-hazards

« Use of time-to-first-event analyses.

. . . . models;
Baseline demographic and clinical + Inthe absence of any other covariates, this is the same as the log-rank test.
variables » The test will be 2-tailed and will be performed at an overall alpha of 0.05.
+ Descriptive summaries.
*  Continuous baseline variables - Pre-specified secondary outcome
medians (IQR). »  Fine and Gray method - the competing risk of death from any
* Discrete variables - frequencies and cause.
percentages .

The proportional-hazards assumption was checked for the

randomized treatment assignment with the use of weighted

Primary safety outcome outcomes Z \ Schoenfeld residuals.

»  Event-free survival rates - Fine and Gray method to * Results of analyses of secondary outcomes and subgroup
account for the competing risk of death from any analyses are reported with 95% confidence intervals, without P
cause; values.

* Thetestwas two-tailed and was performed atan  Sensitivity analyses

overall alpha level of 0.05. 1) to assess impact of under-reporting on the primary analysis and

2) to assess impact of misclassification on the primary analysis.

Fig. 3 show the summary of statistical analysis used in this study

What was the finding?

1. Patients, Medication Use, And Follow-Up
= Demographic information: The median age was 67.6 years, 68.7% were men, 8.7% were Black,
3.2% were Hispanic, 1.0% were Asian, and 6.5% and 6.9% had undetermined race and ethnic group,
respectively.
= Clinical characteristics at baseline (List of figure: Table 1):
- 35.3% of the patients had previous myocardial infarction and 53.0% had previous coronary
revascularization procedures within 5 years before enrolment.
- 96.0% of the patients had been taking daily aspirin before enrolling in the trial.
¢ 85.3% reported taking 81 mg, 2.3% reported taking 162 mg, and 12.2% reported taking
325 mg.
- A total of 3081 of 13,818 patients (22.3%) were taking a P2Y12 inhibitor at the time of
enrolment, with 2849 of those patients (92.5%) taking clopidogrel.


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9908069/table/T1/
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2. Primary effectiveness outcome:
= 590 patients (estimate at median follow-up, 7.28%) in the 81-mg group and 69 patients (estimate at
median follow-up, 7.51%) in the 325-mg group (hazard ratio, 1.02; 95% confidence interval [CI], 0.91
to 1.14) (List of figure: Figure 1A and Table 2).
* The treatment effect on the primary effectiveness outcome appeared similar across the prespecified
subgroups.
=  There was no difference in treatment effect according to the secondary randomization to 3 months or
6 months of follow-up. I
= Individual components:
- Death from any cause:
e 315 patients (estimate at median follow-up, 3.80%) in the 81-mg group and 357
patients (estimate at median follow-up, 4.43%) in the 325-mg group (hazard ratio,
0.87; 95% CI, 0.75 to 1.01)
- Hospitalizations for myocardial infarction and stroke:
e Similar between 2 groups.

3. Pre-specified secondary outcomes:
=  Similar between 2 groups.
= Mean scores for patient-reported outcome measures were similar in the two groups at baseline and
follow-up.

4. Safety Outcomes:
* Hospitalization for major bleeding with an associated blood-product transfusion (primary safety
outcome).
= 53 patients (estimate at median follow-up, 0.63%) in the 81-mg group and 44 patients (estimate at
median follow-up, 0.60%) in the 325-mg group (hazard ratio, 1.18; 95% CI, 0.79 to 1.77).

5. Adherence to trial Medication
= Aspirin discontinuation: 7.0% of the patients assigned to the 81-mg dosing strategy and 11.1% of
those assigned to the 325-mg dosing strategy.
» Dose switching: 7.1% in the 81-mg group and 41.6% in the 325-mg group (List of figure: Table 3)
= Reason for discontinuations:
Table 1 below shows the reasons and the number of patients for each arm.

Reasons 81mg of daily aspirin 325mg of daily aspirin
Patient preference 65 (18.6%) 84 (15.9%)
Need for oral anticoagulant - 74 (21.2%) 110 (20.8%)
Bleeding or bruising 18 (5.2%) 24 (4.5%)
Other medical condition 102 (29.2%) 204 (38.6%)
Cited the primary prevention 33 (9.5%) 36 (6.8%)
studies or ACC/AHA
guidelines.
“Other” as reasons 57 (16.3%) 70 (13.3%)

6. Sensitivity Analysis
= Robustness of results to potential underreporting and misclassification of outcomes:
- Potential missing data when patients moved or left the enrolling health system - No changes
in results.
- Potential misclassification of outcomes - No changes in results.
» Prespecified landmark analysis that omitted outcomes during the first 10 days of follow-up after
randomization for events that were probably related to previous aspirin use - No changes in results.
= Time-dependent covariates (regardless of randomized dose):
e Patients who took 81 mg had a higher risk of death from any cause, hospitalization for
myocardial infarction, or hospitalization for stroke than those who took 325 mg (hazard ratio,
1.25; 95% CI, 1.10 to 1.43).


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9908069/figure/F1/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9908069/table/T2/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9908069/table/T3/
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Discussion

According to a 2014 study retrieved from the National Cardiovascular Data Registry, 60% of patients released after a
heart attack were prescribed 325 mg of aspirin daily, indicating uncertainty about the optimal dosage. Before the study,
the majority of the patients (85.3%) were taking 81 mg of aspirin daily, however many switched their assigned dose
during the trial, possibly due to patient preference, clinician practices, or development of side effects or concurrent
ilinesses. The publication of updated guidelines from the American College of Cardiology-American Heart Association
Guideline Focused Update on Duration of Dual Antiplatelet Therapy in Patients with Coronary Artery Disease in 2016
may also have influenced dose switching, particularly for patients on long-term dual antiplatelet therapy or those who
had percutaneous coronary intervention. Patients discontinued the 325-mg dosing strategy more frequently than the
81-mg dosing strategy, possibly due to published reports questioning the effectiveness of aspirin in preventing
cardiovascular events; efforts to combat misinformation and confusion about aspirin's role in preventing secondary
outcomes in people with atherosclerotic cardiovascular disease were challenging.

Lesson learned:
= Lessons learned from this trial include the feasibility of identifying a large cohort of eligible patients, engaging
and recruiting them, and ensuring long-term retention and adherence to trial protocols through value-added
methods.

~650,000 potentially eligible

“Intemet” participants were identified.
Eligible Participants With Intemet Access

e

“Non- Intemet”
Eligible Participants Without Intemet Access

Or Did Not Comfortable With The Technology

Multimodal ‘high-touch’ (i.e., ‘

traditional, in-person contact) Study: personnel, at- entolling

centers facilitated enroliment

Provided a personalized access code % ONLINE PATIENT pORTAL E USing electronic tablets at clinic

.

 visits.

Linked to the enrolling health system
= Available in English and Spanish

(‘Low-touch’ (i.e., electronic ) . \Fieadhabuut :he study »
* . . - fatch an informational video
mail, standard mail, electronic « Answer eligibility questions
health record messages, *  Answer 5 comprehension questions about the
| ] reasons and commitment to participate
N t_elephone calls] 4 = Sign the electronic informed consent form

Fig. 4 show the recruitment strategies used in this study

Implications:
= This trial was the first demonstration project for pragmatic clinical trials within PCORnet and recruited over
15,000 patients from 40 centers in the US using electronic methods and low-touch recruitment strategies.
= The trial involved nine patient partners who provided input throughout the trial and incorporated electronic
health record data and patient-reported information to reduce the burden on patients and sites.
= Lessons learned from this trial include the feasibility of identifying a large cohort of eligible patients, engaging
and recruiting them, and ensuring long-term retention and adherence to trial protocols through value-added
methods.
Limitations:
= The trial was open-label, which means that both the patients and the clinicians knew which dose of aspirin the
patient was taking. This could have led to biases or perceptions about the risks and benefits of aspirin dosing,
which may have influenced the dose changes over time.
= Patients who primarily took 81 mg of daily aspirin before the trial were included in the study. This could have
affected the results since the patients commonly switched their randomized dose during the trial.
= Enrollment of women and traditionally underrepresented groups with atherosclerotic cardiovascular disease
fell short of expectations and short in duration. This resembled past typical cardiovascular study enrolment
and may affected the results.
= The study did not assess nonserious or minor bleeding adverse events.

Conclusions:

The study found no significant differences in cardiovascular events or major bleeding between patients assigned to 81
mg and those assigned to 325 mg of aspirin daily in patients with established cardiovascular disease. The results suggest
that there is uncertainty about the recommended dose of aspirin for patients with atherosclerotic cardiovascular disease.
The study highlights the need for evidence to support a preferred dosage of aspirin, as it can have a major public health
impact on outcomes such as death, myocardial infarction, stroke, and major bleeding in patients with atherosclerotic
cardiovascular disease.
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How much can we take out from this research/paper?

The paper contributes to the understanding of the appropriate dose of aspirin in patients with established atherosclerotic
cardiovascular disease. It compares the effectiveness and safety of two different doses of aspirin (81 mg and 325 mg)
in reducing the risk of death, myocardial infarction, stroke, and major bleeding. Based on the findings, the study provides
evidence that there were no significant differences in cardiovascular events or major bleeding between patients assigned
to 81 mg and those assigned to 325 mg of aspirin daily. The results of this study have implications for clinical practice
and public health, as they contribute to the ongoing discussion on the recommended dose of aspirin for patients with
atherosclerotic cardiovascular disease.

As researchers, we can extract several important insights from this study. First and foremost, it provides valuable
insights into the comparative effectiveness of different aspirin dosing strategies in patients with established
atherosclerotic cardiovascular disease. The study utilized an open-label, pragmatic design, which reflects real-world
clinical practice and allows for a broader understanding of the comparative effectiveness of different aspirin dosing
strategies. Many large-scale cardiovascular clinical studies are impacted by rising costs and restricted recruitment.
Implementing a computable phenotype, which is a set of executable algorithms for identifying a group of clinical features
derived from electronic health records or administrative claims data, is critical for successful enrollment in large-scale
pragmatic clinical trials. The practical implications of this finding would benefit clinicians and patients in terms of
selecting the appropriate aspirin dose for cardiovascular disease management, to address the high prevalence of aspirin
use among patients with established cardiovascular disease and the predominance of the 81 mg dose in this population.
Clinicians may consider individual patient factors, such as bleeding risk when deciding on the aspirin dose for
cardiovascular disease prevention.

Although the findings suggest that there is no significant difference in the primary effectiveness outcome (composite of
death, hospitalization for myocardial infarction, or hospitalization for stroke) between the 81 mg and 325 mg dosing
strategies, one should look closely into the findings. Studies often combine several events, for example, death
myocardial infarction, or stroke, into a single study outcome. This is called a composite endpoint. It is usually used in a
modern phase-III trial, especially for cardiovascular disease and cancer. The purported benefits of combining multiple
types of outcome is to collect more events, which usually increase statistical power, decrease sample-size requirements,
shorter trial duration, and decrease cost (Freemantle et al., 2003). However, the selected individual components of a
composite endpoint, are not always clinically meaningful and not important for individual patients (not similar), as the
combinations might not establish a relationship of outcome variables (Montori et al. 2005). Following that, the author
suggested that some clinical and regulatory requirements need to be fulfilled to ensure the correct interpretation of
composite endpoints and for the validation of these types of outcomes (Freemantle et al., 2003) (Montori et al. 2005).
In the end, the treatment can be considered to affect all components or just a single outcome.

In addition to the addressed issue, Santamaria et al. (2023) also suggested that deeper considerations should be taken
care of when analyzing the outcomes corresponding to the time-to-first-event analysis, which was introduced by Pocock
et al. (2012). The analysis should be done following the distinct individual events that happen within the composite
outcome that lead to separate events with their clinical significance. The components of a composite outcome will be
analysed by putting severity into account by assigning weights severity and evaluated of pairs patients based on their
risk estimates. On note to the article on appraised, the study employed a time-to-event analysis to assess the primary
effectiveness outcome (composite of death, hospitalization for myocardial infarction, or hospitalization for stroke) and
the primary safety outcome (hospitalization for major bleeding). This approach should provide a comprehensive
evaluation of the outcomes over time.

However, it is crucial to acknowledge some limitations of the study. This study was based on an open-label and
pragmatic design, thus it may introduce biases and confounding factors. Failure to assess other potential factors that
could influence aspirin effectiveness and safety. Other than that, reliance on self-reporting of aspirin use may introduce
recall bias and inaccuracies. Related to the relatively short follow-up period, it may not capture long-term outcomes
and potential dose effects over time. As suggested by the authors, further studies are required to understand the
following; Whether a high incidence of dose switching in the group assigned to the 325-mg dose affected trial results;
How results might differ with longer-term follow-up and a more diverse trial population; and what the incidences of
non-serious adverse events and minor bleeding are and whether these affect adherence.

In conclusion, this research offers valuable insights into three aspects; Effectiveness, safety outcomes, and adherence.,
in quote “Effectiveness and safety outcomes did not differ significantly with daily use of 81 mg as compared with 325
mg of aspirin in patients with established atherosclerotic cardiovascular disease, and adherence was better with the 81-
mg dose”.
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( BACKGROUND)

In Malaysia, the number of reported occupational health disease cases increases every year. Almost a
third of all cases of sick leaves among healthcare professionals are reported to be linked to work related
musculoskeletal disorder (WMSDs). Physical factors such as non ergonomic workplace, involvement in
manual handling tasks, heavy lifting and other strenuous tasks are the risk factors. The long working
hours and the need to attend to many patients at one time together with working uncomfortable
positions are also known risk factors among the healthcare workers. Thus, this study aimed To
determine the prevalence of WMSDs and its association with age group, gender, working experience
and nature of job among health care workers in HPUPM.

( METHOD )

A cross sectional study was conducted among health care workers in HPUPM, Serdang, Selangor. A self-
administered online questionnaire containing three sections which include sociodemographic factors,
musculoskeletal disorders and the risk factors and effects of musculoskeletal disorder was distributed in
April 2021. We divided the healthcare workers into three categories based on their nature of job. Group
1 consists of doctors and medical lecturers Group 2 consisting of nurses, medical attendants, therapists
and medical assistants; and Group 3 consisting of pharmacists, radiographers and laboratory assistants.
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( RESULTS )

There were 167 responses received, but only 145 (96.67%) were in the inclusion criteria. Most of the
respondents were from the age groups of 20-30 years old with 77 out of 145 (53.1%). Majority were
female, 95 out of 145 (65.5%) and most of the respondents fall under group 2 with 81 responses out of
145 (55.9%0). Most of the respondents had working experiences of less than 5 years which is 79 out of
145 (54.5%). Majority had an ideal BMI with a frequency of 57 out of 145 (39.3%).

Out of 145 respondents, 94 of them (64.83%) of them experienced musculoskeletal disorders (MSDs) in
the past 12 months. Out of the 94 respondents who have musculoskeletal disorder, 35 respondents
have a single part of the body region affected while 59 respondents have multiple body regions affected
by MSDs. Among the 94 respondents, the most common body region affected by musculoskeletal
disorders (MSDs) is the back region with frequency at 58 respondents out of 94 (61.7%) followed by
shoulder 31 (33%), ankle and foot 26 (27.7%),neck region 25 (26.6%) knees (22.3%),wrist and hand
18 (19.1%) ,hip and thigh 12 (12.8%) and elbow 7 (7.4%).

Among 94 respondents, 60 respondents (62.8%) claimed to have work-related musculoskeletal
disorders (WMSDs). The most common physical risk factors that lead to musculoskeletal disorder are
“working in the same position for a long period of time” 44 (46.8%), followed by “lifting / transferring
dependent patients” 43 (45.7%), “not enough rest / break during working” 36 (38.3%) and “carrying /
lifting heavy equipment” 34 (36.2%). Out of 60 healthcare workers, 44 (73.3%) claimed that their
works are affected by WMSDs with only 8 (13.3%) of them receiving treatment. However, most of them
(44, 73.3%) do not need a medical certificate.

Among the respondents who were experiencing WMSDs, most of them are in the age range of 20-30
years (41.6%), female (43.3%), those with years of experience of less than 5 years (38%) and
healthcare workers in Group 2 (43.2%). Fisher Exact Test was used to determine the association
between WMSDs with age and years of working experience. The association between WMSDs with
gender and nature of job on the other hand were determined by using Chi Square Test. However, after
using these tests, there was no statistically significant association between WMSDs and the associated
factors

( CONCLUSION )

The prevalence of WMSDs is the highest in healthcare workers with the age range of 20-30 years old
with prevalence of 53.3% and in female healthcare workers at 68.3%. The workers with years of
experience of 1-5 years old with prevalence of 50% are more susceptible to developing WMSDs. The
occurrence of WMSDs is higher in group 2 which consists of the medical assistants, staff nurses,
attendants, therapists with prevalence of 58.3%. There is no significant association between age,
gender, year of experience and nature of job with WMSDs. Among the respondents who are
experiencing WMSDs, it is found that the back region is the most common region of WMSDs among
healthcare workers in HPUPM with the prevalence of 61.7%.Ergonomic programmes on prevention and
coping strategies for musculoskeletal disorders are recommended for healthcare workers in order to
reduce the rate of occupational hazards and also promote efficiency in patient care.
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Introduction: Hospital Acquired Infections, in other words, are illnesses that were picked up in a
hospital or healthcare facility and that manifest for the first time 48 hours or more after hospital
admission or within 30 days of release following in-patient care. Hence, this study could contribute
to determine the knowledge and practice of hospital acquired infections prevention among
registered nurses in Hospital Sultan Abdul Aziz Shah.

Objective: To determine the knowledge and practice of hospital acquired infections (HAI)
prevention among registered nurses in Hospital Sultan Abdul Aziz Shah (HSAAS).

Methods: A cross-sectional study was carried out among 200 of registered nurses. A self-
administered questionnaire by face-to-face session was used in this study. The questionnaire
comprises three parts which are sociodemographic, knowledge and practice of HAI prevention.
SPSS version 29.0 is used for data entry and analysis. Descriptive analysis, Pearson's correlation,
independent t-test and One-way independent ANOVA were used to evaluate the resulting data.

Result: The findings in this study showed that a total score of knowledge with the mean of 18.83
+ 2.06 while the mean for a total score of practice is 38.66 £ 6.22. The results showed no
significant association between sociodemographic with knowledge of HAI prevention. The result
also demonstrated that there is no significant association between the sociodemographic
characteristics and practice of HAI prevention. Meanwhile, the result shows there is no significant
association between knowledge and the practice of HAI prevention among registered nurses in
HSAAS (p=0.650).

Conclusion: The result obtained in this study showed that the majority of respondents had good
knowledge and practice of HAI prevention. Thus, continuing educational programs, in-service
training and ensuring availability of the necessary guidelines are some of the important steps to
improve knowledge and practice of nurses regarding to prevention of HAIS.

Keywords: Hospital acquired infections, Nurses, Knowledge, Practice
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Background: Patient safety is defined as the absence of preventable harm to a patient, as well
as the reduction of unnecessary harm associated with health care. Adverse events lead to
morbidity and mortality. Patient safety becomes foundation of health care systems that are
essentially dependent upon nurses. Therefore, nurses need to have good knowledge, attitude and
practice towards patient safety to ensure quality care.

Objectives: To study the level of knowledge, attitude and practice towards patient safety among
registered nurses in a teaching hospital in Selangor, Malaysia. Methods: A cross sectional study by
using simple random sampling was conducted in Hospital Sultan Abdul Aziz Shah, Selangor,
Malaysia. Data were collected through Google Form. The questionnaire compromises four parts
including socio-demographic, knowledge, attitude and practice towards patient safety. Data

Analysis: Descriptive analysis, Pearson’s correlation and Pearson Chi-square was employed for
data analysis using SPSS version 29.

Result and Discussion: A total of 143 respondents participated in this study. The findings
showed that 72 (50.3%) nurses had good knowledge, 112 (78.3%) nurses had moderate attitude
and 105 (73.4%) nurses had good practice. Nurses' knowledge, attitude, and practice towards
patients' safety showed significant associations with certain socio-demographic characteristics.
Meanwhile, the results showed that knowledge and attitude were positively correlated with
practice towards patient safety (p<0.01).

Conclusion: This study showed that almost half of the respondents had good knowledge,
attitude and practice towards patient safety. Thus, it is important to maintain and further enhance
initiatives to reinforce positive behaviors and further improve patient safety.

Keywords: Knowledge, Attitude, Practice, patient safety, registered nurse
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Background: Nurses are particularly susceptible to low back pain (LBP) because of the basis of
their physically demanding employment and LBP also a significant cause of morbidity among
healthcare workers. However, in Malaysia there is still lacks of study of LBP among nurses,
especially that related to factors associated with LBP among registered nurses. LBP also was
thought to be multifactorial condition with a variety of potential contributing factors to developing
the significant factors for LBP. Therefore, this study was conducted to fill the gap of insufficient
literature in Malaysia regarding LBP among nurses and determine which sociodemographic and
occupational factors are positively associated with LBP among nurses in Hospital Sultan Abdul Aziz
Shah (HSAAS).

Objectives: The general objective of the research is to determine the factors associated with LBP
among nurses in Hospital Sultan Abdul Aziz Shah (HSAAS).

Methods: A cross-sectional study with stratified random sampling were used for this study. There
were 283 participants from 9 departments were selected through coin toss method; and only 150
respondents answered. Data Analysis: The associations between independent variables with LBP
were determined using Pearson Chi-Square and Fisher’s Exact Test; p<0.05 will be considered as
statistically significant.

Results and Discussion: Prevalence of LBP among nurses in 9 departments in HSAAS is 72.7%
as there were 109 out of 150 respondents has LBP. The results shown there were significant
association between low mood (p=0.002), stress (p=0.003), current position (p<0.001), work
overtime (p<0.001), history of backpain before nursing profession (p=0.009), frequency of
bending or leaning forward (p=0.003), duration of carrying (p=0.002), maximum weight lifted
(p<0.001), workload level (p<0.001), number of patients per shift (p=0.003), number of patients
requires assisted mobilizing (p=0.002), additional hours of working per month (p<0.001), total
time spent bending or leaning forward (p<0.001), total time spent carrying (p<0.001) factors and
the presence of LBP.

Conclusion: The result obtained showed that majority respondents had LBP 72.7% and these
findings can used for the healthcare to develop the most effective interventions to lower the
prevalence of LBP among nurses as without LBP nurse’s health, quality of life, work satisfaction
can be improved, and best care can be provided for clients.

Keywords: Low back pain, Factors, Nurses.
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What is missing data?

Missing data, or missing values, occur when we do not have data for certain
variables or participants. It can be due to incomplete data entry, equipment
malfunctions, lost files, etc. Missing data are errors because your data does not
represent the true values of what you set out to measure. The reason for the
missing data is important to consider because it helps you determine the type
of missing data and what you need to do about it.

What are the types of missing data? There are three
types which are summarized in the table below.

Missing Completely At Random

(MCAR)

There is no relationship between
the missingness of the data and

any values, observed or missing.
Those missing data points are a
random subset of the data.

There is nothing systematic going
on that makes some data more
likely to be missing than others

P(M | Xmiss' Xobs) = P(M)
M = missing indicator
(1=missing, O=non-missing)
Xiiss = Missing value
Xops = Observed value

Example:

The machine was not working, the
lab sample was not placed in cold
storage

Implication:
Dropping missing values will
reduce power and precision

Missing at Random (MAR)

There is a systematic relationship
between the propensity of missing
values and the observed data, but
not the missing data.

Whether an observation is missing
has nothing to do with the
missing values, but it does have
to do with the values of an
individual's observed variables.

P(M | Xmissv Xobs) = P(M | Xobs)

Examples:

1) If men are more likely to tell
you their weight than women,
weight is MAR

2) Older people are more likely to
answer a question on income than
the younger ones

Missing not at Random (MNAR)

There is a relationship between
the propensity of a value to be
missing and its values.

P(M | X Xobs) = P(M I Xmiss' Xobs)

miss?

It is called “non-ignorable”
because the missing data
mechanism itself must be
modelled. There are no easy ways
of dealing with this type of
missing data. Data collection
process needs to be checked when
missing not at random.

Examples:

1) People with the lowest
education are missing on
education.

2) The sickest people are most
likely to drop out of the study.
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How to handle missing data?

There are many way
to handle missing
data such case
deletion, single
imputation and
more complex
method of
imputation such as :

Maximum
likelihood

Expectation —
Maximization(EM)
Method)

Multiple
imputation by
Chained
Equations

(MICE)

Listwise deletion

The cases with a missing value on at least one of
the variables are deleted. This restricts analyses to
individuals with full observed data. This is not
good as this assumes missing is MCAR. Hence it
leads to biased and under-powered results

Pairwise deletion

The statistical procedure uses case that contain
some missing data. The procedure cannot include a
particular variable when it has a missing value, but
it can still use the case when analysing other
variables with non-missing values It allows more
data to be analysed. However, there will be an
issue when correlations are computed using
different subset of cases.

Single Imputation

1. Using sample mean: the missing value
as the average of the observed values.

2. Regression prediction: the missing value
is imputed based on a trend value

3. “Hot-Deck”: find cases with the same
observed values on other variables and
then choose one randomly

4.  Predictive matching: this combines
methods (2) and (3)

5. Use a dummy variable, with values of O
and 1 for missing and non-missing and
use this variable in the model.

6. Intention to treat (ITT): last observation
carried forward

7.  Modified intention to treat (mITT): only
consider cases with at least two
observations

Note that the goal of missing value analysis is not to get correct
predictors of missing values, but to obtain accurate parameter
estimates.
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—~* Maximum likelihood (ML) is a statistical approach used to
estimate the values of model parameters that make the
observed data most probable under the chosen model.
These estimated values are called ML estimates and are
used to make inferences about the population from which
the data were collected.

* ML estimates are obtained by maximizing the likelihood
function, of the model parameters that measures how well
the model fits the observed data.

* The likelihood function is a probability density function
that describes the probability of observing the data given
the model parameters.

* This method uses observed values but considers the
missing values as well.

* Cases are usually weighted by the inverse probability of
response.

* ML approach is often used to deal with attrition.

Maximum
Likelihood <

~ * Missing values are filled multiple times by creating
multiple “complete” data sets.

* Analyses are done separately on each data set and then
Multiple the results are combined across the data sets

< * It takes into account the uncertainty in the imputations.

* Total variance as a function of the within-imputed
variance and between-imputed variance are used

* Once the missing values are imputed, the same data can
be used for many analyses

Imputation

* Each iteration consists of an E step and an M step.

* The E step finds the conditional expectation of the
"missing" data, given the observed values and current
estimates of the parameters.

* These expectations are then substituted for the "missing"
data.
EM-Method <

* In the M step, maximum likelihood estimates of the
parameters are computed as though the missing data had
been filled in.

* "Missing" is enclosed in quotation marks because the
missing values are not directly filled in, but the functions
of them are used in the log-likelihood.

N

* a.k.a “Fully conditional specification” or “Sequential
regression multiple imputation”

MICE < * |t fits model of each variable, conditional on all other
variables

* Model used depends on type of variable
(continuous/binary/ ordinal)
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QUTL

WHAT ARE OUTLIERS?

In data analytics, outliers are values within a dataset that vary
greaiclly from the others —they are either much larger, or much
smaller.

Outliers may indicate variabilities in a measurement, experimental
errors, or a novelty.

Outlier can mislead the regression result as it can pull the regression
line towards itself.

In data analysis, outliers can cause anomalies in the results
obtained.

This means that they require some special attention and, in
some cases, will need to be removed to analyze data effectively.

There are two main reasons why giving outliers special attention
is a necessary in data analytics process:

o  Outliers may have a negative effect on the result of an
analysis

o  Outliers—or their behavior—may be the information that a
data analyst requires from the analysis

How do outliers end up in datasets?

1) Human error while manually entering data, such as a typo.

2) Intentional errors, such as dummy outliers included in a dataset to test detection
methods.

3)Sampling errors that arise from extracting or mixing data from inaccurate
sources.

4)Data processing errors that arise from data manipulation, or unintended
mutations.

5)Measurement errors because of instrumental error.

6)Experimental errors, from the data extraction process/experiment
planning/execution.

7)Natural outliers which occur “naturally” in the dataset, as opposed to being the
result of an error otherwise listed. These naturally occurring errors are known as
novelties.

What is the consideration before you remove the outliers?

It may seem natural to want to remove outliers as part of the data
cleaning process. But sometimes it’s best—even necessary—to
keep outliers in your dataset. Removing outliers solely due to
their place in the extremes of your dataset may create
"“ inconsistencies in your results. These inconsistencies may lead to
A reduced statistical significance in an analysis.
N\N!
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WHAT ARE THE TYPE OF OUTLIER?

In general, they can be divided into two types:

Univariate outlier

U It is an extreme value that relates to just one variable.

U Example : Sultan Kosen is currently the tallest person alive (2.51m).

U This case would be considered a univariate outlier as it’s an extreme case
of one factor : height.

* Multivariate outlier

U It is a combination of unusual values for at least 2 variables.

U Example: in a group of adults, one person is 2 m tall and weighs 100kg

U If we consider his height alone, he may be in the ‘usual’ range. And if
we consider his weight alone, he may be in the ‘usual’ range too.

U However, when you consider these two observations in conjunction, you
have an adult 2 m tall and weighs 100kg being a ‘surprising’
combination. That’s a multivariate outlier!

How can you identify outliers?

With small datasets, it can be easy to spot outliers manually

For example, for 28, 26, 21, 24, 78, you can see that 78 is the outlier

N\ 1) )] L=

But when it comes to large datasets or other tools are required.

For univariate outlier

Box plot Stem & Leaf

% . -
Extreme: Value more than 3 box-lengths from Q3 ooy Bhen Hack X30
) 1.00 Extremes (=<-12)
0 Qutlier: Value more than 1.5 box-lengths from Q3 1.00 0. 6
.00 =0 .
2.00 -0. 22
4.00 -0 . 0011
" ) - 6.00 0. 000111
Q3=T75" percentile } 8.00 0. 22222033
11.00 0 . 44455555555
Central S0% Q2=50% percentile (Median) | Inter-quartil b iy
of data values range = 3-Q1 3.00 i o
Q1 =25" percentile v 3.00 1. 23
5.00 1 . 45555
.00 1.
1.00 L8
’ a 2.00 Extremes (>=22)
0 Outlier: Value more than 1.5 box-lengths from Q1
/ Stem width:  10.00
Each leaf: 1 case(s)
4 * Extreme; Value more than 3 box-lengths from Q1
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g%b t multivariate

outlier?

There are many method to detect multivariate outlier such as regression method,
distance-bases, density based and clustering bases. Here we will focus on distance-

base.
\.’

* Measure of how much a case's values on the IVs
differ from the average of all other cases.
... |+ This distance has a chi-square distribution with p
Mahalanobis: (#1Vs) degree of freedom.
* Threshold values are based on a 0.001 level of
significance.
—
N
| —

J

\o
W

~

e Measure of how much the residuals of all cases would
change if a particular case were excluded from the

R calculation of the regression coefficient.
Cook's: &t

» Alarge Cook's D indicates that excluding a case from
computation of the regression statistics changes the

coefficients substantially.
SO\ \ * Measures the influence of a case on the fit of the \
P 4 regression.
* The centered leverage ranges from 0 to (n-1)/n, where
Leverage n is the sample size.
\ values: A value of 0 indicates that the case has no influence at
all on the fit.

* The larger the leverage value the larger is the
influence of the case on the fit. J
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\rI]Vhac'lcl N rot|>'us"c?method to Winsorization is the transformation of statistics by limiting
an . e OLI‘t |§r. extreme values in the statistical data to reduce the effect of
1) Winsorization possibly spurious outliers.

2) Robust Regression O A typical strategy is to set all outliers to a specified

percentile of the data;

O Example, a 90% winsorization would see all data below
the 5th percentile set to the 5th percentile, and data
above the 95th percentile set to the 95th percentile.

O Winsorized estimators are usually more robust to outliers
than their more standard forms, although there are
alternatives, such as trimming, that will achieve a similar
effect.

Robust regression seeks to overcome some limitation of traditional
regression analysis. It reduce the impact of outlier, violation of
distribution assumption and heterogeneity in variance.

Regression with outliers vs without outliers vs
robust regression

Coefficients”

—
-

Standardized
Unstandardized Coefficients Coeflicients
Model B Stl. Error Beta 1 Sig.
With outlier (Constant)  120.560 2734 44091 <001
2 Tryglyceride 2815 833 322 3.801 =001
n=108 ———
a. Dependent Variable: Systolic BP
Coefficients®
Standardized
nstandardized Coefficients Coeflicients
I. Madel B Std. Error Beta 1 Sig.
outller 5 (Gonsny 6418 3000 R
\ 05 Tryalyceride 4724 1.016 A7 4 652 =001

a. Dependent Variable: Systolic BP

Change in slope = 4.724 —2.915 = 1.809

Coefficients
Walue Std. Error twvalu=
\/ _;t (Intercept) 119. 400 2.824 42274
TS 3063 .B50 3.5G1
rimiformula = SBF — TG, data = dta, na . action = na.
exclude, mMmeaethod = "NMN", mMmodel = FALSE)
Residual standard error: 1 3.66880

Degrees of freedom: 106

Change in slope = 3.063 — 2.915 = 0.148

Recording of the hybrid webinar is available. If you are interested to watch the interesting session
including SPSS demonstration by Prof Karuthan please contact cru at

1BV AVAY // 4
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DATA MANAGEMENT WITH REDCap
. INSIGHTS FOR RESEARCHER

Summarice by Nur Aacafah (CRU HSAAS). Revicwed by Abgarmivah Yahva (U

What is REDCCIp? Research Electronic Data Capture (REDCap) developed by
informatics teams at Vanderbilt University. It is a secure web application for building and
managing online surveys and databases. The databases use instruments such as surveys
and forms as research capture tools. Projects are self-sufficient and secure databases
that can be used for normal data entry or for surveys across multiple distinct time
points. It helps in collecting data and exporting it to statistical programs and other data

analysis software.

Back up and

a catastrophic for
research projects.
Effective data
management
includes regular
data backups and
archiving

Good data
management not only
about organizing and
effectively storing the

data but also about
ensuring the quality,
security and
accessibility is at the
top notch. It underpins
the credibility and
reliability of research
and helps policy
makers make inform
decision based on
data-driven insight.

archive. Data loss is

| intellectual property and

PN
¥ Facilitates sharing of research do’ro.\
In many fields, there is growing
emphasis on sharing and open
science. Effective data
management will make it easier for
collaboration to happened between
institution and researcher. This
promotes tfransparency and
\ reproducibility in research /

N 7,

Prevent errors
and increase the
quality of
analysis. High
quality data will
lead to a
meaningful and
trustworthy result.

\.
S —

i

Saves time and

resources in the long
run. Researcher can
quickly locate and

Privacy, consent,

security issue. Proper
data management will
include protocols for
handling sensitive ,
confidential data.
Consent from participant
as well as address the
security concerns to
prevent data breaches
or unauthorized access
which might have legal
implications

access data when
needed reducing the
time spent searching

or recreating data.

This will improve the

productivity.
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REDCap

Free to institutions [N
| ' belonging to the
N

EDCap Consorfium

\\\\
‘Csda \\,\
’ Easy to export data to "~ No prior database \\
Excel,PDF,SPSS,STATA R ,( . experience is needed
and SAS \

cmna'
Optimize for all type a,a
of studies Flexibility in designing
(longitudinal, clinical instruments
trial, survey)

| W‘ hiopa /

* nstfrument Library. The |
verified
instrument/tools
questionnaire just
waiting to be ‘

Aahanislam

t has scheduling and
randomization
features which will
helps a lot in cohort
tudy and clinical trial.

downloaded by user

Ul I Lol

" Security and
J regulatory
e compliance — HIPA
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FHomMe EIMyProjects FNewProett @ Help XTAQ B raining videos a@sendt W Weseenger
I

=+ Create a new REDCap Project

You may begin the creation of a new REDCap project on your own by completing the form below and clicking the Create Project button
at the bottom

REDCap

i n .I. e rf O C e Project's purpose: Practice 7 Jist Tor fin
Project notes (optional): aa
Project creation option: = Empty project (blank slate)

Upload & REDCap project XML file (CDISC ODM format) |2
Use a template (choose one below)

Project :

Main project settings |

SeTU p Enable | @ Use surveys in this project? 2 & VIDEQ: How to create and manage a survey
h |<| . Not Enable | @ Use longitudinal data collection with defined events? [?]
checklist
| pp— Modify project title, purpose, etc. |
/ Design your data collection instruments |
Add or edit fields on your data collection instruments, This may be done by either using the Online Designer
Not (online method) or by uploading a Data Dictionary (offline method). Quick links: Download PDF of all
. started instruments OR Download the current Data Dictionary

- Provides @

generol TO dO I'm danet | Goto | [# Online Designer | or @8 Data Dictionary Explore the | g REDCap Instrument Library |

”S'I' d Urin Have you checked the Check For ldentifiers page to ensure all identifier fields have been tagged?

g Learn how to use [J b Field Embedding
CreGﬂOh & Enable optional modules and customizations |

Enable | @ Repeatable instruments [2|

_SeleCT The Optional Disable | @ Aute-numbering for records [?]

mC“n projec'l‘ i doriet | Frable | @ Scheduling module (longitudinal only) (2
. . Enable | @ Randomization module |2
SeTTI N g el Th er Enable | @ Designate an email field for communications (including survey invitations and alerts) 2|
‘I’O do a Enable | @ Twilio SMS and Voice Call services for surveys and alerts |2
Sur\/ey or Additional customizations |
|OﬂgITUdInO| A Set up project bookmarks (optional) |
pI’OJeCT. You may create custom bookmarks to webpages that exist inside or outside of REDCap. These bookmarks will
Optional be seen as links on the left-hand project menu and can be accessed at any time by users who are given
privileges to do so. Every project bookmark has custom settings that allow one to control its appearance and
I'm danet | behavior.

Goto | Add or edit bookmarks |

& User Rights and Permissions |

You may grant other users access to this project or edit the user privileges of current users on this project by
Optional navigating to the User Rights page. Additionally, if you wish to limit user access (o certain records/responses for
this project, you may want to use Data Access Groups, in which only users within a given Data Access Group can
access records created by users within that group.

Goto  User Rights | or | Data Access Groups
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% Choose a project template

Several default lﬁge Template title (sorted by titte) ~ Template description
iem plaies are D Basic Demography Single data collection instrument to capture basic demagraphic info

ava IlG ble . PrOJeCT Clnstio Databats Six data entry forms, including forms for demography and baseline |
can be mOdiﬁeS data forms, and concludes with a completion data form.

longitudinally over eight different events.

once creq Ted ' D Field Embedding Example Project  Example of the Field Embedding feature.
D Human Cancer Tissue Biobank Five data entry forms for collecting and tracking information for can
O Longitudinal Database (1 arm) Nine data entry forms (beginning with a demography farm) for colle
O

Nine data entry forms (beginning with a demography farm) for colle
different arms (Drug A and Drug B) with each arm containing eight ¢

Create Project Cancel ‘

Main project settings

Longitudinal Database (2 arms)

Project setup is
different between
Survey Ond Not g YIDEQ: How to creste and manage @ survey
|OngiTUdinO| STUdy. - Disable| @ Use longitudinal data callection with defined events? 2
Longitudinal study has e
option to define the

Disable | @ Use surveys in this project? 2|

Modify project e, purpose, elc |

events. / Design your data collection instruments & enable your surveys
Main project settings Add or edit fields on your data collection inscruments (survey and forms), This may be done by
Disacla| @ Use surveys in this project? 2 Not either using the Online Designer (online method) or by uploading a Data Dictionary (offline method).
Nt g IDED: Howw it et and thanage iy stated  Youmay then enable your instruments to be used as surveys in the Online Designer. Quick links:
- Ercble @ Use longitudinal data collection with defined events? [2] _ Download PDF of allinsiruments OR Downioad the current Data Dictionary
[manel | IW‘T‘EI
Modify project title, purpase, etc, Goto | [# Online Designer | Or [ DEe Dictionary 2the  wg REDCap Instrument Library
/# Design your data collection instruments & enable your surveys Have you checked the Check For Identifiers page to ensure efl identifier fields have been tagged?

Add or edit fields on your data collection instruments (survey and forms). This may be done by
Not gither using the Online Designer {online mathes) or by uploading a Datz Dictionary {offtine method).
started You may then enable your instruments to be used as surveys in the Online Designer, Quick links:
Download POF of all instruments OR Download the current Data Dictionary 2 ,, Define your events and designate instruments for them
Imidonet | X

Goto [#OniineDesigner| or @3DataDictionary|  Explore the | REDCap Instrument Library

Learn howto use (LR

g| 'IaFieIc'EmbEddihg +h Spadal unctors

P Create events for re-using data collection instruments and/or set up scheduling.
2 you chiecked the Check For identifiers page to ensure all identifier fitds have been tagged? N progress

Learn haw 16 Lse - o Fild Embedkiing

G810 | Define My Events | Or | Designate Instruments for My Events

I'mdane!

& Enable optional modules and customizations

Erble @ Repeatablz instruments (7 & Enable optional modules and customizations
Dptional nisati | @ Auto-numbering for records 2] ) =

R ) = Fratle @ Repeatable instruments 2

; nable @ Stheduling madule (longitudinl only) 2
I ol C o Optianal o T S

Erable | @ Randomization module 2/ puona Disable | @ Auto-numbering for records 2

Erable @ Designate an email field for communications (including survey invitations and alerts) 2 e Enatle eSEhdeH’T“ module (longitudinal anly) E

= enable | @ Randomization module 7
Enable - @ Twilio SMS and Voice Call services for surveys and alerts 2| ik °

Enatle @ Designate an emal field for communications (including survey invitations and alerts) 2
Additonal wstcn_uaatians ——

Enatle | @ Twiilio SMS and Volce Call services for surveys and alerts 2

Additional customnizations |

Vidéq recording for Data Management with REDCap is available. To access the
vid ecording please reach us at cru_hsaas@upm.edu.my
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Key Points:
Hybnid Seménar -
COLLABORATION & NETWORKING
CLINICAL RESEARCH

SPEAKERS:
PROF. DATIN DR. SHERINA MOHD SIDIK, PROF. DR. ZAMBERI SEKAWI & ASSOC. PROF. DR. CHEW BOON HOW

Article by: Nurfaizah Saibul

WHY COLLABORATION AND NETWORKING
IN CLINICAL RESEARCH IS IMPORTANT?

Assoc. Prof. Dr. Chew Boon How
Head, Clinical Research Unit, HSAAS

Benefits of collaboration
Benefits of teamwork

* Provides access to resources
(funding, facilities, and ideas).

» Rapid spread of knowledge. * Team networking is benefit
= Drives research forward. for early career researchers.
* High citation for collaborative papers. " Early career researcher

should be able to:

= Find a mentor.

» Working in a team..
less in silo.

» Participate in a large
research project and
learn from others.

* Improve social and
communication sRkills
to build networking
with other researchers
and funders.

How to collaborate?

Think about international, online,
intersectoral, interdisciplinary and
multidisciplinary.

“o aging aliged in one restancl diection, long-tram expount o 4 diverse rovp of
neseancbns, and eanly mentordip belped e reseanclens to attain ein aclisvemerts...”
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Key Points:
Hylbrnid Seménar

COLLABORATION & NETWORKING
CLINICAL RESEARCH

HOW TO BUILD AND INCREASE RESEARCH
COLLABORATION AND NETWORKING?

L\ Prof. Datin Dr. Sherina Mohd Sidik

Department of Psychiatry,
Faculty of Medicine and Health Sciences,

ldentify thé“ !ey people in

your area of specialty/
research interest:

= Supervisors- stay
connected

= Colleagues- internal and
external - supportive
hetwork

= Authors from
publications in the same
areas of specialty/
research.

’

Work with your
students
Keep updated with the
new knowledges learned

by the students.

uPm

&

Join committees/
associations (hational
and international) in
your area of specialty/

research interest

L 4

Always try to publish

in journals which can

reach a wide audience
in your field.

Accept invitations for
collaborations- research
academia and clinical
work

But must be careful.
Choose your collaborator/s

wisely!

————

&

Present your work in
conferences, seminars,
workshops etc.

To connect with others.
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Key Points:
ﬂ( % . !s .
COLLABORATION & NETWORKING

CLINICAL RESEARCH

TIPS TO ENHANCE COLLABORATION AND NETWORKING
IN CLINICAL RESEARCH

Prof. Dr. Zamberi Sekawi
Department of Medical Microbiology,
Faculty of Medicine and Health Sciences, UPM

b Grab Opportunities- Never Say No!

R —. .
'h Promoting your expertise- Presents your research works at

conferences- Make new collaborators especially with
researchers from other countries.

\

h Work with highly reputable organizations (e.g. WHO) to get 1
kl

more exposure and networking at the international level.

S —

Expand your networking through dassociation/ society to
enhance collaboration.

Establish good rapport with potential collaborators
(Visit, meeting etc.)

Always looking for impactful collaboration for impactful
research and outcomes.

Build trust and bonding with collaborators to sustain
collaboration.

L
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What is a Decentralized CURRENT
Clinical Trials? EVIDENCE] i‘“

https;/Mww.jacc.org/doi/full/10.1016/j.jacbts.2021.01.011 By Salwana Ahmad, BH Chew, \ *

“Decentralized Clinical Trials:”
also termed “direct-to-participant trials” or “virtual” studies.

A separate side-effect of the pandemic has been the swift adoption of virtual interactions between
physicians and patients to provide continuity of care while maintaining social distancing. This comes at a
time of rapid advancement of technology permitting those interactions, such as enhanced internet
connectivity, electronic health records, real-time video conferencing, smartphone health applications, and
remotely connectable health monitoring devices that are becoming more accurate, practical, and
affordable. Interest in decentralized clinical trials (DCTs) that use “virtual elements” like these has grown in
parallel with acceptance of “virtual medicine,” accelerating shifts in clinical trial design that many feel are
long overdue.” The concept of blockchain technology for healthcare applications and clinical trial data
management is also briefly discussed.

Advantages of DCTs:
Local healthcare
facilities

Logistics and accessibility
QDCTS improve logistics by enhancing:
- v' Subject recruitment and retention
v" Remote monitoring and data
collection
v" Minimize obstacles to participants
(travel costs, job absences, and
medical comorbidities).

@ Individualized treatment effects Drug manufacturer Shuiffmondintor
(&\ Development Of ! nd IVId =g | |zed th reShO|dS Adapted from Gail A. Van Norman et al. 3 Am Coll Cardiol Basic Trans Science
for measuring treatment effects.: 2021; 6:384-387.

v’ Smaller studies Challenges of DCTs:
v Small sample sizes.

Drug distribution and management:
QDCTS require shipping drugs to multiple

@&\Precise assessment for treatment

outcomes: v2coordinating sites, including potentially directly to
v Wearable devices provide more patient homes: . o
accurate, timely, and comprehensive v' Drug stability, appropriate storage facilities,
real-time data. prevention of unauthorized access, and
@ timely refills.
~\,Consistencies in trial management
" Decrease site-specific inconsistencies: Technological challenges:
v Redundant applications, ethical Q DCTs rely on technological advancements, such as
submissions, and costs. ° wearable biometric devices, which are still in the
early phases of development and require clinical
7)) Remote patient/subject interaction: validation.
= v Occurs more frequently/at times

v' Convenient locations for subjects,
v Improving compliance.
v Enhancing study safety.

Technical support and infrastructure:
Limited support and facility in remote locations or

home:
() DCTs rely on virtual tools and ; without internet connectivity
automation: Unavallabmty of tec;hmcal support,
v Require smaller investigative teams tI’OL;E|e§hOOtCIIﬂ.g,t baEt.e?es,t tr?nsr‘mSﬁpE
= et ey i mgy t?e s, and internet infrastructure, whic

Patient privacy and cybersecurity:
Qprotecting patient privacy stored on connected

devices and ensuring the security of transmitted
information is a challenge in DCTs. Reliable
cybersecurity systems are necessary to store and
transmit private patient data securely


https://www.jacc.org/doi/full/10.1016/j.jacbts.2021.01.011
https://hsaas.upm.edu.my/upload/dokumen/20231013154455Current_Evidence_-_Decentralized_Clinical_Trials_The_Future_of_Medical_Product_Development.pdf
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The Evolving Role of Decentralized
Clinical Trials and Digital Health 7,
Technologies. P

CDER Conversations HERE ’
Interviews with CDER experts on priorities, projects, and initiatives

e P N

1. What are decentralized clinical
trials and digital health technologies? 2. Why are DCTs and DHTs dg, We hear a lot about the
becoming a larger component of underrepresentation of racial and
Location the clinical trial landscape? ethnic minority populations in
* Clinical trial activities occur at clinical research. How might DCTs
locations other than a traditional Advancement of available and DHTs be part of the answer?
clinical trial site. technologies
* E.g. Participant's home, a local * Easier to collect, transfer, and store
health care facility, or a nearby electronic data. Reducing barriers to participation by
laboratory. * Use of telemedicine to improve these:
associated travel restrictions and U Traveling - Older individuals and
Use digital health technologies (DHTs) physical distancing precautions. people with disabilities
* Use systems that capture health * Improving recruitment and U Scheduled time - People with
care |nformat|or_1 dlr_ectly from retention rates. household and childcare
individuals to the investigators. *DHTs enable frequent and responsibilities
* DHTS: e.g. activity trackers, glucose continuous data collection, Q Clinical research facilities -
monitors, blood pressure monitors, *DCTs can reduce the time and individuals from racial and ethnic
or spirometers. expenses associated with traditional minority groups.
* (Can be wearable, implantable, or clinical trial sites.
ingestible.

i ' RS

.
4. We've discussed the benefits 5. What is the FDA doing to
of DHTs and DCTs. What are the address these challenges and 6. How do we expect DCTs and
?
challenges? continue the conversation about DHTs to evolve?
Implementation challenges in DCTs and DHTs?
transitioning to a digital clinical trial

space
U e.g. storing electronic data securely,

transporting treatments safe, data Hybrid models, where some trial

activities take place at clinical trial sites

management skills, and data o - \
ma nagement platforms. ’;’ ét?g;;;or CE IS and others at patients' homes or other
+ Digital development convenient locations, are expected to
Technical hurdle: <+ Stakeholder engagement be more comman the_m entirely remote
2 People TTEETETE e settings for clinical trials.
wearable sensors, without access to
technology, or wunfamiliar with

electronic instruments may opt out READ MORE HERE!
of participating. -

R _"1 ey


https://www.fda.gov/drugs/news-events-human-drugs/evolving-role-decentralized-clinical-trials-and-digital-health-technologies#:~:text=In%20a%20decentralized%20clinical%20trial,facility%2C%20or%20a%20nearby%20laboratory.
https://www.fda.gov/science-research/science-and-research-special-topics/digital-health-technologies-dhts-drug-development
https://hsaas.upm.edu.my/upload/dokumen/20231013154519Current_Evidence_-_CDER_Conversation_The_Evolving_Role_of_Decentralized_Clinical_Trials_and_Digital_Health_Technologies.pdf
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More information related to
decentralized Clinical Trial
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DTRA:
Decentralized
Trials &

Research Alliance

g the futura of
od clinical trial

Decentralized Trials and Research Alliance (DTRA)LH‘"

" 4 . recommendations:

A

Trials Transformation Initiative. "CTTI
decentralized clinical
trials". September2018. Available at: Clinical Trials
Transformation Initiative (CTTI) “‘1"

Clinical

AUFAACE DO T

FDA Guidance on Conduct of Clinical Trials of
Medical Products During the COVID-19 Public
Health Emergency

Gtdance for dkia iy, i vestigaters, snd inshttinnal Review Baards

AUBUET Py

US. Food and Drug Administration. "FDA
. guidance on conduct of clinical trials of medical
products during COVID-19 public health
emergency". Available at:FDA Guidance on
Conduct of Clinical Trials "‘}‘

in which no
Internet recruitment,

Remote trial
occurred.

study by the study investigators.

REMOTE Trial“l'.

in-person site Vvisits
online
questionnaires, electronic diaries, and home delivery
of the investigational drug were used to conduct the
Available at:

“On December 10, 2020, the Decentralized Trials and
Research Alliance (DTRA) was launched, bringing together
more than 50 international organizations, including the FDA
and patient advocacy groups, to promote DCT methods.”
“The Decentralized Trials & Research Alliance enables
collaboration of stakeholders to accelerate the adoption of
patient-focused, decentralized clinical trials and research
within life sciences and healthcare through education and
research. Our vision is to make research participation
accessible to everyone, enabled by the consistent,
widespread adoption of appropriate decentralized research
methods.”

Contemporary Clinical Trials

volume 38, Issue 2, July 2014, Poges 190-197

VIER B (2]

Web-based trial to evaluate the efficacy and
safety of tolterodine ER 4mg in participants
with overactive bladder: REMOTE trial

Miguel Orri® 8, @, Cralg H. Lipset ", Bradly P Jacobs = ©, Anthony 1. Costello 5,

Steven R. Cummings * %%

Show more S

+ Add to Mendeley of Shore 99 Cite
hitpsffdni.org/10.1016(j.0t. 2014.04.009 A1 Get rights and content A
Abstract

Introduction

Participatory patient-centered, web-based methods could streamline and improve the
convenience of ¢linical trial participation. We used an entirely web-based approach to
conduct a randomized, placebo-controlled, Phase 4 (REMOTE) trial under an
Investigational New Drug (IND) application to evaluate tolterodine extended release (ER)
Amg Tor overactive bladder.

e



https://www.medidata.com/en/clinical-trial-solutions/virtual-clinical-trials/?uid=ppc&utm_medium=ppc&utm_term=decentralized%20trials&msclkid=15f69e3cedb615d5bd58fac3534bf11f&utm_source=bing&utm_medium=cpc&utm_campaign=2023%20%7C%20Search%20%7C%20Products%20%26%20Solutions%20%7C%20DCT%20%7C%20Decentralized%20Clinical%20Solutions&utm_content=Decentralized%20Clinical%20Trials%20Data
https://ctti-clinicaltrials.org/
https://ctti-clinicaltrials.org/
https://www.medidata.com/en/clinical-trial-solutions/virtual-clinical-trials/?uid=ppc&utm_medium=ppc&utm_term=decentralized%20trials&msclkid=15f69e3cedb615d5bd58fac3534bf11f&utm_source=bing&utm_medium=cpc&utm_campaign=2023%20%7C%20Search%20%7C%20Products%20%26%20Solutions%20%7C%20DCT%20%7C%20Decentralized%20Clinical%20Solutions&utm_content=Decentralized%20Clinical%20Trials%20Data
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
https://www.sciencedirect.com/science/article/pii/S1551714414000573?via%3Dihub
https://hsaas.upm.edu.my/upload/dokumen/20231013154545Current_Evidence_-_Decentralized_Clinical_Trials_&_Research_Alliance.pdf

ANNOUNCEMENTS

RE S Res.Newsl.Sept 2023;Vol. 3, Issues 24:Page 795.CSTR:https://cstr.cn/33294.43.032423.RECRUS. 13

MJH Series 21. 27t October 2023. 10.30 - 11.45am.

Research Colloquium series 3/23. Psychological Health Among
Caregivers of Stroke Patients in HSAAS. 11 Oct 2023, 1400 - 1515.

The Decentralized Trials & Research Alliance (DTRA) Annual Meeting
Nov 5-8 in Boston.

Q 23rd FERCAP International Conference

O 8th World Conference on Research Integrity (Hybrid), 2-5 June 2024,
Athens, Greece.

o Introduction to Decentralized Clinical Trials (DCTs). An online course by
the Association of Clinical Research Professionals (ACRP).

O Wellcome Trust Funding Opportunities

0 Opportunities for collaborative research in Horizon Europe: Energy,
Climate Action & Mobility

Q Data Science Training -- CODATA Data Science Training list
Q International Data Week (IDW)

0 Applications Now Open for the 2024 SEEKCommons Fellowship

Q Good Clinical Practice. Series 3/2023. 14 - 16 November 2023

0 BMJ Case Reports Journal Subscription by Dept. of Psychiatry


https://hsaas.upm.edu.my/upload/dokumen/20231016101318Announcements.pdf
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Prevention of non-ventilator-associated hospital-acquired pneumonia
in Switzerland: a type 2 hybrid effectiveness-implementation trial

Click to access full article:
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An online course by the Association of

Clinical Research Professionals (ACRP)

Upon completion of this training program,
participants should be able to:

« Explain DCT and how it applies to the future
of clinical research.

« Demonstrate the most-common types of
DCT approaches.

« Examine the advantages and challenges of
DCT implementation.

 Analyze factors of consideration for
incorporating DCT in clinical trials.

 Understand DCT tools and their possible
implementation.



https://acrpnet.org/courses/introduction-to-decentralized-clinical-trials-dcts/?_zs=G1nXc&_zl=RD6g3
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https://wellcome.org/grant-funding/guidance/mental-health-funding-remit
https://wellcome.org/what-we-do/discovery-research
https://wellcome.org/grant-funding/mental-health-research-funding-opportunities
https://wellcome.org/what-we-do/infectious-disease
https://wellcome.org/what-we-do/infectious-disease
https://wellcome.org/what-we-do/climate-and-health
https://wellcome.org/what-we-do/climate-and-health
https://wellcome.org/grant-funding/schemes
https://wellcome.org/grant-funding/schemes

European ‘
Commission

RESEARGH AND INNOVATION

‘Opportunities for collaborative
research in Horizon Europe: Energy,
Climate Action & Mobility’

Research and innovation  funding
programme until 2027. How to get
funding, programme structure, missions,
European partnerships, news and events.

Apply for funding “Horizon Europe IS the
APPLY NOW > EU’s key funding
programme for

FOR FURTHER INFORMATION research and
innovation with a

READ MORE

X

budget of £93.9
billion™.



https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-search;callCode=null;freeTextSearchKeyword=;matchWholeText=true;typeCodes=1;statusCodes=31094501,31094502,31094503;programmePeriod=2021%20-%202027;programCcm2Id=43108390;programDivisionCode=null;focusAreaCode=null;geographicalZonesCode=null;programmeDivisionProspect=null;startDateLte=null;startDateGte=null;crossCuttingPriorityCode=null;cpvCode=null;performanceOfDelivery=null;sortQuery=sortStatus;orderBy=asc;onlyTenders=false;topicListKey=topicSearchTablePageState
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe_en?utm_source=Euraxess+ASEAN&utm_campaign=ce66c1a790-EMAIL_CAMPAIGN_2023_07_30_01_39&utm_medium=email&utm_term=0_-ce66c1a790-%5BLIST_EMAIL_ID%5D

CODATA - RDA

Data
Schools

SCHOOLS OF RESEARCH
DATA SCIENCE

Introducing the CODATA-RDA Schools of Research Data Science

The ever-accelerating volume and variety of data being generated is having a
huge impact of a wide variety of research disciplines, from the sciences to the
humanities: the international, collective ability to create, share and analyse
vast quantities of data is having a profound, transformative effect. What can
justly be called the ‘Data Revolution” offers many opportunities coupled with
significant challenges. High among these is the need to develop the necessary
professions and skills. There is a recognised need for individuals with the
combination of skills necessary to optimise use of the new data sets.
Researchers and research institutions worldwide recognise the need to develop
data skills and we see short courses, continuing professional development and
MOOCs providing training in data skills and research data management.

Subscribe to CODATA Data Science Training list

A\

A



http://lists.codata.org/mailman/listinfo/data_science_training_lists.codata.org

Registration is now open!

International /0. =60
Data Week 2023

A FESTIVAL OF DATA X e P SALZBURG

https://internationaldataweek.org/idw2023/registration/

REGISTER NOW /‘


https://codata.org/registration-for-international-data-week-2023-and-scidatacon-2023-is-now-open/
https://codata.org/registration-for-international-data-week-2023-and-scidatacon-2023-is-now-open/

SEEKCemmens

Applications Now Open for the 2024 SEEKCommons Fellowship

The Socio-Environmental Knowledge Commons (SEEKCommons) project is dedicated to building
pathways for horizontal collaborations across Science and Technology Studies (STS), Open Science
(OS), and socio-environmental researchers and community organizers.

The SEEKCommons Fellowship is an initiative to bring graduates and early-career researchers with new
perspectives and voices to socio-environmental research with open technologies. Our program is
designed to:
e Encourage new integrative practices involving environmental and climate action research with
OS practices; and
e Provide a space for fellows and network members to connect on research issues, challenges,
and solutions.

We are seeking 9 fellows for the inaugural 2024 SEEKCommons Fellowship. More details below:

Applications Open September 5-October 15, 2023
Successful Fellows notified November 29, 2023
Fellowship begins January 22, 2024

Fellowship ends October 22, 2024

Priority will be given to potential fellows with localized project focus. The datasets fellows work with

should have significance to their community/partner communities.

Open technologies for data management, formats, standards, protection, and sharing strategies;

Creating/adapting tools or workflows to support the reuse of strategic datasets;

Open Hardware instrumentation for socio-environmental projects;

Open data and metadata curation for sharing, protecting, and preserving socio-environmental

environmental project outputs;

e Developing FAIR Implementation Profiles (FIPs) for socio-environmental research for public
benefit (with orientation of CARE principles);

e Beyond and alongside CARE, strategies / frameworks for addressing process as part of data use
(which FAIR does not do);

e STS research on responses to OS institutional mandates, data protection and sharing practices,
and commercialization of the sciences.



SEEKCemmens

To encourage engagement with critical and emerging topics in socio-environmental research;
e One fellowship will be reserved for an indigenous STS fellow working on OS or Socio-
Environmental issues;
e One fellowship will be reserved for a STS fellow working on Al and open environmental data.

In order to be eligible for this fellowship program, you must:
e Be currently enrolled in a graduate program, or hold a postdoctoral appointment, or be a
professional practitioner working in a community-based organization;
e Demonstrate clear alignment with the goals and objectives of the SEEKCommons project. This
will be assessed via your application materials.
e Of the nine fellowships offered in each cohort, at least one will be reserved for:
o Anindigenous STS fellow working on the priority topics listed above under “potential
research topics”
o An STS research fellow working on artificial intelligence (Al) and open socio-
environmental data

Please review our SEEKCommons Fellowship FAQ for additional eligibility information.

To successfully engage in the fellowship opportunity, fellows will be expected to:
e Be actively involved in fellow cohort activities including:
o Participation in once-monthly virtual cohort meetings (total of 9);
o Participation in at least 7 virtual workshops during the duration of the fellowship, with the
option to join additional workshops;
o Engagement with mentors during the process of design, implementation, and completion
of the proposed project;
o Participation in annual in-person SEEKCommons Network convening (travel funding
provided).
Work with SEEKcommons team and network members to curate content for the Resource Hub;
Document research work through public, multimedia formats (i.e. blogs, video, social media) so the
benefits of the fellowship are shared publicly and widely;

e Preparation of a final research product (i.e. peer-reviewed publication, software package, hardware
project, white paper, website, data portal, conference poster/presentation). Post-docs will be
required to pursue, at least, one peer-reviewed publication;

e Participation in entry and exit surveys conducted by the SEEKcommons team.

SEEKCommons Fellows will benefit from these offerings:
e Stipends: $8,000 graduates, $12,000 post-docs and professionals
e Mentorship from SEEKCommons project and network members
e Training in OS, STS, and Socio-environmental research topics


https://seekcommons.org/
https://seekcommons.org/fellowship-faq.html

SEEKCommens

e Participation in virtual meetings and annual SEEKCommons convenings
e Access to computing infrastructure (via SEEKCommons Lab)
e Support for travel to one in-person SEEKCommons convening

Applications due by October 15, 2023
Read our FAQ to learn more or apply here.

SEEKCommons is a collaboration between partners at: University of Notre Dame, the Open Environmental Data
Project, and The HDF Group. The project is made possible by a National Science Foundation FAIROS RCN grant
(Award 2226425). This award was jointly supported by the NSF Directorate for Social, Behavioral and Economic
Sciences and the Office of Advanced Cyberinfrastructure.



https://seekcommons.org/fellowship-faq.html
https://seekcommons.org/fellowship-application.html
https://www.nsf.gov/awardsearch/showAward?AWD_ID=2226425&HistoricalAwards=false
https://www.nsf.gov/awardsearch/showAward?AWD_ID=2226425&HistoricalAwards=false
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Dear Fellow Clinicians,

W </
We are delighted to announce that the Department of Psychiatry has purchased an institutional
fellowship from the BMJ] Case Reports (BMICR). The subscription period is from February 1st, 2023 to
January 31st, 2024. Although the Department of Psychiatry has graciously purchased this fellowship for
its department members - all faculty, staff and students in HPUPM and UPM also benefit from this
membership. This includes the opportunity to submit the cases that we treat in HPUPM.

Owned by The BMJ] (originally British Medical Journal), BMICR is an online resource with a high volume of
peer-reviewed cases in all disciplines. Healthcare professionals and researchers can easily find clinically
important information on common and rare conditions. Therefore, all healthcare professionals are encouraged
to submit their manuscripts to BMICR for consideration. While rare and novel cases are appreciated,

BMICR highlights the educational values of the cases.

By: Dr. Ruziana Masiran
Department of Psychiatry |

Prepared manuscripts can be submitted via the user-friendly BMICRs' online submission site. The Word
template of the full case report, images, and global health templates are provided. BMJCR has a strict
policy on confidentiality and patient/caregiver consent forms. Upon submission, authors are required to
select the category that matches their written case (e.g., adverse drug reactions, novel treatment including a
new drug/ lifestyle/treatment intervention or the use of an established drug or procedure in a new
situation). During a 12-month fellowship period, you can submit as many cases as you like, access all the
published material, and re-use any published material for personal use and teaching without further

permission.

Articles submitted to BM] Case Reports are subject to peer review. The journal operates a single
anonymised peer review whereby the names of the reviewers are hidden from the author. The article
acceptance rate is 42%, the time to the first decision with the review (median)is 52 days, and the time
from acceptance to publication (median) is 13 days. This journal is indexed by Emerging Sources Citation
Index, MEDLINE (Index Medicus), PubMed Central, Scopus, Embase (Excerpta Medica), and Google Scholar.

For any inquiries and access to the submission process, please contact Sultan Abdul Samad Library.

Case Reports by specialty BM) oumeis

I Obstetrics and gynaecology I Dentistry and oral medicine
I Paediatrics I Dermatology
Cardiovascular medicine H Endocrinology
I Neurology I Oncology
Orthopaedics l Radiology
Anaesthesia I Infectious Diseases
Ophthalmology l Respiratory medicine

BM) Case Reports

I Rheumatology

General practice / family medicine
I Emergency medicine

Ear, nose and throat

Haematology (incl blood
transfusion)

' Geriatric medicine

I Radiology (diagnostics)

Psychiatry I Surgery !
I Nursing
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