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20, Objectives and outcomes of the study.

[ Add Objective ]
No. Objective Outcom

21, Time Frame

. Expected Start Date : Format:Day/Month/Year
i.Expected End Date : Format:Day/Month/Year

22, Research Funding
No Funding ) Industrial sponsor () Research grant

Name of funder

Amount of funding :

Does this study involve collection of data (e.g. patient information) or collaboration with a

2 department/unit/laboratory OUTSIDE YOUR DEPARTMENT?

Yes @ no

<< PREVIOUS | SAVE & NEXT >>
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Methology

24,

25.

2.

Research Protocol
Please upload your research protocol here and state the version and date of the protocol
Version.No

Version.Date : (day/month/year)

[Ghosse i | o file chosen
This research protocol has been approved by: (You can choose more than one)

/A funding agency

lan external scientific review committee outside the university

fThe faculty or departmental research committee within the university
iThe supervisor (for student)

INot reviewed
Please choose appropriate methodology description for your study: (You can choose more than one)

‘Randomised controlled trial
(Controlled trial without randomisation
(Case series/case note review
(case control

(Cohort observation
(Cross-sectional study.
IDatabase analysis
Epidemiological Study
Feasibilty/pilot study
Laboratory study
Questionaire-based

Qualitative research

110

1

am
12019
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Log Keluar £

Please choose appropriate methodology descr

fon for your study: (You can choose more than one)

‘Randomised controlled trial

(Controlled trial without randomisation
PENILAIAN PRESTAST BAGI

TAHUN 2019 (Case series/case note review
(case control
'BAKI HARI PENGISIAN OLEH
PEGAWAI YANG DINILAI (PYD) : iCohort observation

80 ICross-sectional study

IDatabase analysis

Epidemiological Study
Feasibilty/pilot study
Laboratory study
Questionaire-based
Qualitative research
Retrospective study
lothers

27. Are patients folders or medical records needed?
Yes O no
25, Are human subjects involved?
Yes O no
2. How was the sample size decided upon?
(Mx 500 char; Character Left : 500)

1f a formal sample size calculation was used, indicate how this was done, giving sufficient information to justify and reproduce the.
calculation.
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2. How was the sample size decided upon?
(Mx 500 char; Character Left : 500)

1f a formal sample size calculation was used, indicate how this was done, giving sufficient information to justify and reproduce the.
calculation.

30 Does the study involve individuals from a vulnerable group? @
ves Ono

31. Who will be included in the study?
(Mx 2000 char; Character Left : 2000)

Please describe the inclusion and exclusion criteria of selecting the participants.

32. Who will be recruiting the parti
(Max 1000 char; Character Left : 1000)

Please describe the recruitment process.
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32. Who will be recruiting the participants?
(Max 1000 char; Character Left : 1000)

Please describe the recruitment process.

33. Who will perform the data collection?
(Max 1000 char; Character Left : 1000)

Please describe the data collection process.

34, How long do you expect each participant to be in the study?
(Max 500 char; Character Left : 500)
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34, How long do you expect each participant to be in the study?
(Max 500 char; Character Left : 500)

3. Are new devices/drugs being tested?
ves Ono

36 Has the new devices/drugs been granted licence by the government?
Yes O No O Not applicable

37. Does your research involve any clinical procedure? @

ves Ono

3. Does the study involve the use of any ionising radiation?
Yes O no

35 Will you be taking tissue/biological samples from human subject?
ves Ono

40, Will you be using archived human tissue/biological samples?

ves Ono

<< PREVIOUS | SAVE & NEXT >>
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Ethical Issues

41, What are the benefits of t
(Max 1000 char; Character Lef

study to the research subjects?
000)

42. a) What are the potential risks and burdens to the research subject and how will you minimise them?
(Max 2000 char; Character Lef

+2000)

For all studies, describe any potential adverse effects, pain, discomfort, distress, intrusion, inconvenience or changes to lifestyle.

Only describe risks or burdens that could occur as a result of participation in the research. State what steps would be taken to
minimise isks and burdens as far as possible.

PENILAIAN PRESTAST BAGI
TAHUN 2019

BAKI HART PENGISIAN OLEH
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80

b) What are the potential

isks and burdens to the researchers and publ
(Max 1000 char; Character Lef

. How will you minimise them?
+ 1000)

my.umme.edu.my/iresearchv2/applicationform asp?keyid=HQW126RGQ12IQYIQWE1223DWSABF GERHIDF 2312 TERGFCBFGERHJAuat
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) Does the study involve stem cell or genomic testing / treatment?

Yes Ono

43. will the interview/ questionnaire include topics that might be sensitive, embarrassing or upsetting? Is it possible
that criminal or other disclosures requiring action could occur during the study?

'Yes ONo Onot applicable
44, will participants’ details be anonymized?
Yes Ono

45. Where will the data be kept?
(Max 500 char; Character Left : 500)

Who will have access to the research data?

46 (Max 500 char; Character Left : 500)

47, How long will the data be kept?
" (Max 500 char; Character Left : 500 )

11:04 AM
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47, How long will the data be kept?
" (Max 500 char; Character Left : 500 )

45, How do you intend to report and disseminate the results of the study?
"+ (Max 500 char; Character Left : 500 )

45, To ensure participants’ confidentiality, I agree to comply to the Caldicott

inciples as follow:

'L will not use patient identifiable information unless it is necessary
L will only use the minimum necessary patient-identifiable information

1 will ensure that access to patient identifiable information will be on 2 strictly need-to-know basis

1 will ensure that everyone with access to patient identifizble information is aware of their responsibilties

' understand and will comply with the law.

L understand that the duty to share information can be as important as the duty to protect patient confidentialty.

50. Is there any continuity of treatment provided to patients after the study is completed?
Yes ONo ot applicable

51 Will you provide information and obtain informed consent from the participant?

11:04 AM

12/9/2019
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Yes ot applicable

51 Will you provide information and obtain informed consent from the participant?

No. File

Version.No

Version Date

Uploaded Date

Yes O o

Yes O o

Yes O o

Yes O o

s4.

compensa

Yes O o

Yes O o

56, Other information?

53. a) Does any investigato

(Max 1000 char; Character Left :

55. Is there any insurance coverage for this study?

52 Are research test, procedures or treatments expenses charged to the research subjects?

b) Is personal payment given to the principal investigator for conducting this study?

) Is payment given to persons for recruiting research subjects?

n for inconvenience be offered to research subjects?

11:04 AM

12/9/2019
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b) Is personal payment given to the principal investigator for conducting this study? >
Yes O o

) Is payment given to persons for recruiting research subjects?

Yes O o
s4. compensation for inconvenience be offered to research subjects?
Yes O o

55. Is there any insurance coverage for this study?
Yes O o

56, Other information?
(Max 1000 char; Character Left : 1000)

57. Upload other documents.
Please do not upload the study questionnaire, interview topic guide, participant information sheet and consent forms here but at
the relevant sections. Plesse make sure there are no specisl symbols such as +," in your document’s name.

[ ADD DOCUMENT ]

o [ rite || category s Version Date ploadedoate ]

58. Does this study comply with the Malaysian Good Clinical Practice (GCP) guidelines?

Yes ot applicable

11:04 AM

12/9/2019
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Aku Jani (1) STEP1: GENERAL INFORMATION | STEP2 : RESEARCH DETAILS | STEP3 : PROJECT INFORMATION | STEP4 : METHODOLOGY
penyelidikan (Ethics) (28) STEPS : ETHICAL ISSUES | STEPG : REVIEW & SUBMIT

General Information

1. Project Title
2. Is protocol number available?

Yes ® No
3. Please select the category/ies relevant to your study: (you can choose more than one)

Clinical trial of an investigational medicinal product
Clinical investigation of a medical device

Clinical trial to compare other interventions in clinical practice

Imaging or other diagnostic tests investigation

Study administering questionnaires/interviews for quantitative or mixed-methods analysis
Study involving qualitative methods only.

Study involving taking new tissue/biological samples from human subjects

Study limited to working with archived human tissue/biological samples

Study limited to working with existing data

Others: Please specify
PENILAIAN PRESTAST BAGI
TAHUN 2019
BAKI HARI PENGISIAN OLEH 4. Research Type - Select - v
PEGAWAI YANG DINILAI (PYD) :
80 5. Clinical Research Sub-Type ~Select - v
my.umme.edumy/iresearchv2/applicationform.aspZkeyid=HQW126RGQ12IQVIQWE. Select >
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5. General Area - Select - v
7. Therapeutic Area - Select - v

5. Disease Area

Cancer including Leukaemia [ Anemia Hypertension Diabetes meliitus.
Cerebrovascular disorder / Hyperlipidarmias
Stroke Obesity.
Coronary artery disease Metabolic Syndrome.
Heart Failure
Others Others Others
Depression Osteoarthritis Kidney / Organ Transplant
psychotic disorder/ Rheumatoid arthritis ESRD / Dialysis.
Schizophrenia Chronic kidney disease
Others Others Others Others

4 4 4 4

Benign Prostatic Acd related / Gastro-esophageal refiux || Asthma Dengue

Hypertrophy disorder Chronic Obstructive Airway Malaria
Erectile dysfunction Diarrhoeal disorder/ Gastroenteritis  disorder Hepatitis

Others Others Others Others

11:02AM
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Benign Prostatic Acd related / Gastro-esophageal refiux || Asthma Dengue
Hypertrophy disorder Chronic Obstructive Airway Malaria
Erectile dysfunction Diarrhoeal disorder/ Gastroenteritis  disorder Hepatitis
Others Others Others Others
4 4 4 4
Epilepsy Infertiity Dermatitis/ Eczema
Contraception Psoariasis

Childbirth & Complication of newborns
Congenital Disorder
Others Others Others

4 4 4

5. Is this application linked to a previous study approved by the UMMC MREC o another current application to the UMMC MREC?

ves Ono

10, Has this or a similar application been previously approved by a research ethics committee in Malaysia or another country?
ves Ono

11, Has this or a similar application been previously rejected by a research ethics committee in Malaysia or another country?
ves Ono

SAVE & NEXT >>

11:02AM

1

2019




image4.png
@ Poralsut UMM (D X+ =

< C @ Notsecure | my.ummc.edu.my/iresearchv2/applicationform.asp?keyid=HQW126RGQ12IQY)QWE1223DWSABFGERHIDF23 125 TERGFCBFGERHJBitab=0 * @

Apps M Inbox UMMC
Aku Jani (1) STEP1: GENERAL INFORMATION | STEP2 : RESEARCH DETAILS | STEP3 : PROJECT INFORMATION

penyelidikan (Ethics) (28) STEP4 : METHODOLOGY  STEPS : ETHICAL ISSUES | STEP6 : REVIEW & SUBMIT

Investigator's Details
12. Applicant Name (Principal Investigator)®  [SHAUN KHOO T Search
(Please search your name before proceed) =
Please attach your latest Curiculum Vitae: Choose File | No file chosen
15 Good Clinical Practice (GCP) certificate available?

ves Ono

13, Applicant's status:

FOM/UMMC Staff
UM staff
FOM Student, Please state your student matric number:
None of the above

14, Which department are you from?

“Select- i

15, Please list ALL investigators including staff and students.
PENILAIAN PRESTAST BAGI

TAHUN 2019 ‘Add investigator/s ® No other investigator
BAKI HARI PENGISIAN OLEH
T R e () 16, Please state whether this project is a partial fulfillment of postgraduate / basic degree

80

Yes® no

<< PREVIOUS | SAVE & NEXT >>
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[ New Application Form a
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Project Information
17. Project Summary.
(Mx 1000 char; Character Left 1000 )

Please provide 3 brief summary of the research using language easily understood by lay reviewers and members of the public.
Below are questions you may wish to address when writing the summary:

[Why?_[Why is it important to conduct this study?
What? [What is the research question?
[What area (disease, therapy or service) s being studied?
[For therapeutic studies, what is the drug, device or procedure being tested?|

[Who? [who is eligible as a participant?
[Where?|Where wil this study be conducted?
[How? _[How do you plan to conduct this study?.

PENILAIAN PRESTAST BAGI

TAHUN 2019 4
'BAKI HARI PENGISIAN OLEH 18, Have similar studies been done before?
PEGAWAI YANG DINILAI (PYD) : (Mx 3000 char; Character Left : 3000)
80

Please provide 3 summary of the evidence and references. Justify the need to conduct this study if similar studies have been
conducted before

myumme edumy/iresearchv2/applicationform aspkeyid=HQW1 26RGQ12IQYIQWE | 223DWSABFGERH)DF23 125 TERGFCBFGERHIALa
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Summary: B

References (5 to 10):
(Max 2000 char; Character Left : 2000)

19, Why is it important to conduct this study?
(Mx 3000 char; Character Left :3000)

20, Objectives and outcomes of the study.





