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Asking The Right Questions






Research is a systematic investigation
involving the development

of a hypothesis, testing, and
subsequent evaluation of the
hypothesis on a particular subject(s) to
establish and discover new facts,
principles or information
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Ruj Kami : (1) dim KKM/NIHSEC/02/0301-01
Tarkh : § September 2007

sSenarai Edaran Seperti Di Lampiran

¥ Bhg Datuk / Dato’ / Datin / Tuan / Puan

SURAT PEKELILING KETUA PENGARAH KESIHATAN MALAYSIA BIL.9/2007

GARISPANDUAN INSTITUT KESIHATAN NEGARA MENGENAI PENYELIDIKAN YANG
DIJALANKAN DI INSTITUSI DAN FASILITI KEMENTERIAN KESIHATAN MALAYSIA

1. TUJUAN

Pekeliling ini bertujuan untuk memaklumkan garispanduan yang mesti digunakan
untuk maksud penyelidikan yang dilaksanakan di Jabatan / Institusi dan fasiiiti
Kementerian Kesihatan Malaysia (KKM).

Garispanduan yang bertajuk "National Institutes of Health (NIH) Guidelines for
Conducting Research in the Ministry of Health (MOH) Institutions and
Facilities” ini disediakan sebagai satu pengemaskinian dan penyeragaman polisi
dan prosedur penyelidikan KKM

2. ASPEK PENTING GARISPANDUAN

Berikut adalah aspek-aspek penting di dalam garispanduan yang mesti diberikan
perhatian dan penekanan :

2.1 semua penyelidikan mesti memperolehi kelulusan Kementerian Kesihatan
Malaysia melalui tatacara yang ditetapkan.

2.2  Semua penyelidikan KKM mesti didaftarkan secara onfine di National Medical
Research Register (www. nmir.gov.my).

2.3  Penyelidikan yang mempunyai aspek etika mesti memperolehi kelulusan dari
Jawatankuasa Etika dan Penyelidikan Perubatan {(JEPP), KKM.

celiling Ketua Pengarah Kesihatan Malaysia Bil.
uj. (1) dim KKM/NIHSEC/03/0301-01 bertarikh
\ber 2007]

duan Institut Kesihatan Negara Mengenai
kan yang Dijalankan di Institusi dan Fasiliti KKV
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5 KETUA PENGARAH KESIHATAN MALAYSIA
DIRECTOR GENERAL OF HEALTH MALAYSIA
M Kemanterian Kesihatan Maiaysia
- Aras 12, Blok E7, Kompleks

P Fantadbiran Kerajaan Pamsekutuzn

G250 PUTHAJLAYA T

Fuj. Kami: { 17 JKEMNIHSECH00-1/1/41 Jid 2
Tarikh 1 Okicber 2015

SEPERTI SENARAI EDARAN

VB Datek/Date /Datin/Tussn/Pusn,

SURAT PEKELILING KETUA PENGARAH KESIHATAN MALAYSIA BIL. 10 /2015

GARISPANDUAN INSTITUT KESIHATAN NEGARA MENGEMAI PENYELIDIKAMN DI
INSTITUSI DAN FASILITI KEMENTERIAN KESIHATAN MALAYSIA (PINDAAN 01/2015)

1. TUJUAN

Pekefiing ini bertujuan untuk memakiumkan pindaan garispanduan yang digunakan
untuk maksud Penyelidikan di Institusi dan fasiliti Kementerian Kesihatan Malaysia
{KEM)

Pindaan garispanduan yang bertajuk “NIH GUIDELINES FOR CONDUCTING
RESEARCH IN MOM INSTITUTIONS AND FACILITIES™ ini disediakan untuk
mempertingkatkan kualiti proposal [/ protokol Penyelidikan  selerusnya
mempercepatkan proses kelulusan melaksanakan Penyelidikan

2 ASPEK PENTING GARISPANDUAN
Berikut adalah aspek — aspek penting di dalam garis panduan ini

21 Semua Penyelidikan mest memperoiehi keluluzan Kementerian Kesihatan
Malaysia melalui tatacara yang telah ditetapkan mengikut kategon sepers
berikut:-

(i} Penyelidik Institut Kesihatan Megara (MH Researcheninvestigsior)

{in) Penyelidik selain Institut Kesihatan Negara yang memohon Geran
Penyefidikan (Non NIH Researcher / Investigators applying for gram)

{iin) Penyelidik selain Institut Kesihatan Negara yang tidak memaohon
Geran Penyelidikan, tetapl menggunakan fasiiti, data dan/atau
pesakit fasiliti KKM (Won NIH Researcher / Investigator, notl requesting
for Grant, using MOH facilities, Data andfor MOH Patients)

2.2 Semua penyebdikan yang dilaksanakan di Institusi dan fasiliti Kementerian
Kesihatan Malaysia (KKM) mesti didaflarkan secara online di  Nabional
Medical Research Register (MWRR — hitps fwaw nmem.gov.my

Pekeliling Ketua Pengarah Kesihatan MalaysiaBil.
)15 [ruj. (17) dlm KKM/NIHSEC/100-1/1/1 JId 2
rikh 21 Okt. 2015]

panduan Institut Kesihatan Negara Mengenai
alidikan di Institusi dan Fasiliti KKM (Pindaan 01/2015)
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OVERVIEW OF MOH RESEARCH GUIDELINES
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In 2021, an
In 2018,a letter 021, 2

by the Deputy updates to
DG on the guideline is

updating criteria proposed in
and procedure order to cater

for MOH for the approval the changes in
Research of research the current

Grant (IVIRG) disse:mination > SOP & latest
was released was issuea requirement

In 2015, a
separate
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the application

3rd Edition

n
b
=
[
=

-
O
O
oc
>

Research Dissemination B




\

> -
[
m
o
m
|
m
o
m
m
|
m
|
-

/

N KETUA PENGARAH KESIHATAN MALAYSIA
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Kementerian Kesihatan Malaysia

] Aras 12, Blok ET, Kompleks E . A
e 4 = Pusat Pentadbiran Kerajaan Persekutuan E&?aﬂsﬁggﬂaﬁﬁgﬂ
e 40 B2590 PUTRAJAYA Email: anhisham@moh.gov.my

Ruj. Kami  : NIH.200-3/2/3 Jid 4 (63)
Tarikh =] Januari 2022

SEPERTI SENARAI EDARAN
VBl Date’ Indera/ Dato’ Seri/Datud/ Date’Datin Tuan/Pusm,

SURAT PEKELILING KETUA PENGARAH KESIHATAN MALAYSIABIL. 4 /2022
GARIS PANDUAN PENYELIDIKAN DI KEMENTERIAN KESIHATAN MALAYSIA
BERTAJUK “NATIONAL INSTITUTES OF HEALTH (NIH) GUIDELINES FOR
CONDUCTING RESEARCH IN MINISTRY OF HEALTH (MOH) INSTITUTIONS &
FACILITIES, 3°° EDITION, 2021"

1. TUJUAN

Pekeliling ini bertujuan untuk memakiumkan kemaskini garis panduan Institut
Kesihatan Megara (NIH) berkaitan latacara menjalankan penyelidikan di
institusi dan fasiliti di bawah Kementarian Kesihatan Malaysia (KKM)

Garis panduan yang bertajuk “NATIONAL INSTITUTES OF HEALTH (NIH)
GUIDELINES FOR CONDUCTING RESEARCH IN MINISTRY OF HEALTH
{MOH) INSTITUTIONS & FACILITIES, 37° EDITION, 2021" menggabungkan
garis panduan sedia ada berkaitan tatacara penjalankan penyelidikan bermula
daripada pendaftaran penyelidikan, kelulusan etika, permohonan geran
penyelidikan sehingga ke sebaran hasil saintifik secara lebih komprehensif dan
sistematik.

2. ASPEK PENTING GARIS PANDUAN

Berikut adalah aspek — aspek penting di dalam garis panduan ini;

I TT11 11114

\

ekeliling Ketua Pengarah Kesihatan Malaysia Bil.
[NIH.800-3/2/3 JId.4 (63) bertarikh 31 Jan. 2022]

anduan Penyelidikan di KKM Bertajuk “NATIONAL
JTE OF HEALTH (NIH) GUIDELINES FOR CONDUCTING
{CH IN MOH INSTITUTIONS & FACILITIES, 3RP EDITION”




KETUA PENGARAH KESIHATAN MALAYSIA MOWSNIH/1021(G.()
Kementerian Kesihatan Malaysia

Aras 12, Blok E7, Kompleks E =

Pusat Pentadbiran Kerajaan Persekutuan L S A

62590 PUTRAJAYA Email: anhisham@moh.gov.my

MINISTRY OF HEALTH MALAYSJA
NATEONAL INSTITUTES OF HEALTH (NIH)

Ruj. Kami  : NIH.800-3/2/3 Jid 4 (83)
Tarikh - | Januari 2022

SEPERTI SENARAI EDARAN

YBA Dats’ Indera/ Date' Seri/Datud/ Date’ /DatinTuan!/ Puston, o
SURAT PEKELILING KETUA PENGARAH KESIHATAN MALAYSIABIL. 4 /2022 NATIONAL INSTITUTES
GARIS PANDUAN PENYELIDIKAN DI KEMENTERIAN KESIHATAN MALAYSIA OF HEALTH (N | H)

BERTAJUK “NATIONAL INSTITUTES OF HEALTH (NIH) GUIDELINES FOR

CONDUCTING RESEARCH IN MINISTRY OF HEALTH (MOH) INSTITUTIONS & G U I D E LI N ES Fo R

FACILITIES, 3°° EDITION, 2021" : TI N

- RESEARCH IN
Pekeliling ini bertujuan untuk memakiumkan kemaskini garis panduan Institut
Kesihatan MNegara (NIH) berkaitan tatacara menjalankan penyelidikan di M I N IST RY O F H E A LT H
institusi dan fasiliti di bawah Kementerian Kesihatan Malaysia (KKM). (M 0 H) I N STIT U TI 0 N S
Garis panduan yang berfajuk "NATIONAL INSTITUTES OF HEALTH (NIH}
GUIDELINES FOR CONDUCTING RESEARCH IN MINISTRY OF HEALTH & F AC I LITI ES
(MOH) INSTITUTIONS & FACILITIES, 3%° EDITION, 2021" menggabungkan
garis panduan sedia ada berkaitan tatacara penjalankan penyelidikan bermula

daripada pendaftaran penyelidikan, kelulusan efika, permohonan geran
penyelidikan sehingga ke sebaran hasil saintifik secara lebih komprehensif dan

sistematik.

2. ASPEK PENTING GARIS PANDUAN

NIH MANAGER & REGISTRAR

Berikut adalah aspek — aspek penting di dalam garis panduan ini:
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* All research conducted in MOH
institutions and facilities must comply
with the Declaration of Helsinki,
International Ethical Guidelines for
Biomedical Research Involving
Human Subjects (CIOMS), ICH
Guideline of Good Clinical Practice,

Malaysian Good Clinical Practice, anc

other local regulatory requirements anc

guidelines.

International Ethical
Guidelines for
Health-related Research
Involving Humans

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
in collaboration with the
World Health Organization (WHO)

Geneva 2016

SATION OF TECHNICAL
FOR HUMAN USE (ICH)

) ICH E6(R1):
AL PRACTICE
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NATIONAL INSTITUTES
OF HEALTH (NIH)

GUIDELINES FOR
CONDUCTING
RESEARCH IN
MINISTRY OF HEALTH
(MOH) INSTITUTIONS
& FACILITIES

Acknowledge : Dr Norizan bt Rosli, ICR, NIH

1

4.
0.

RESEARCH GUIDELINES

NIH Guidelines For Conducting
Research In Ministry Of Health
Institutions And Facilities 2021, 3
Edition 2021.

Malaysian Guideline For Good Clinical
Practice ( 4" Edition 2018)

Guidelines For The Conduct Of
Bioavailability And Bioequivalence
Studies In Malaysia

Guidelines On The Use Of Human
Tissue In Clinical Research

Guidelines For Application Of Clinical
Trial Import Licence And Clinical Trial
Exemption In Malaysia




RESEARCH GUIDELINES

/. Pharmacogenomics/Genetics Studies

8. Research On Stem Cell & Cell-based Therapies

9. Guidelines On The Use Of Human Tissue In Clinical Research.

10. Malaysian Medical Council Guideline Clinical Trials and Biomedical
Research

11. Malaysian Medical Council Guideline Clinical Trials and Biomedical
Research ( 2016)

12. The Malaysia Code of Responsible Conduct in Malaysia ( 2017)
13. Others...

Acknowledge : Dr Norizan bt Rosli, ICR, NIH
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INSTITUT PENTELIDHGAN KLINIKAL

RESEARCH GUIDELINES

KETUA PENGARAH KESIMATAN MALAYSIA
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SEPERTI BENARAI EDARAN

VB Dt [dins/ Diate” Sand/ Ttk /st /Dt Tetn P,

SURAT PENELILING KETUA PENGARAH KESIHATAN MALAYSIA BIL. & 12022
GARIS PANDUAN PENYELIDIGAN Df KEMENTERIAN KESIMATAM MALAYSIA
BERTAJUK "MATIONAL INSTITUTES OF MEALTH (M#) GLEDELINES FOR
COMDUCTING RESEARCH IN MIMISTRY OF NEAL TH (MON) WNSETITUTIONS &
FACILITIES, ¥° EDITION, 2021

1.  TUJUAN

Pigaiiling ini BartLjaan uniulk memmpiurion emashin garis pandusn irmBiul
Hasuhatan Megars (MNIH| berkifan ledscars menjalankan penyeldiban o
instilion dan fasit O bawar Kemerbedon Kesihalen Malspals (KKM)

Gars panduan yarg berapk “AA MONRAL WSTITUTES OF HEALTH [MIH)

GUIDELINES FOR CONDUCTING RESEARCH IN MIMSTRY OF HEALTH
(RECHH) (NS TITUTIONS & FACILITIES, 3 EDNTION, 200 " manggabunglan
GATIE BAROLIET pecie ol berkailan Eelncers pErpElEniEn panyelckan benrula
daripads pendafiaran perysidiian, keusen aiie, permohonan geran
panyaldican safinggn e sebeien fivsl ssrdfh sacars lebh ompeahensl dan
sistematia

i ASPEN PENTING GARIS PFANDUAN

Berig paalah sped - aigai parting o dalam gans pancuan i
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Acknowledge : Dr Norizan bt Rosli, ICR, NIH

Fendafaran panyelidikan di National Medicai Research Registor
MR,

Semua penyalidkan yang oyalenkan oleh wargs MMM atau
disksanakan o ebhsl / fasd  KXM stay  menggunakan
dFin pesakruam e ool KK BEbSgm e SIGL (MErLAaLAn
geran perreiidian KKM hendaiden dasftartkan dengan NMRR sebeium
perrpeiidian disiwrioan.

Penifatsn salntifk dan loobulusan sl

Feryeiighan yang melbahan KKM [terutamarys  peryelidsan
melibatkan  manuse) peru  menjalen  proses pervilaian  olah
Jawalarduses Peniasn Peryelicdben {JPF] dan sEterusrys pendaian
Berfa seildusan s canpada Jawstankunss Eska Peopsicikan dan
Perubatan [JJEFPF), KEM

Parmohanan (eran penyeiidilag.
Permahonan peran penyelidkan adaish terbuka  kepada waATGa
panyaldk KKM sahma Permononan geran herviaklah melslos prosas
PETHALAN Dan Sokorgan danpans Jawslarsuons Peniaen Parrelckinan
HiH (PPNH),  kelulosan ke danipada JEFP. KEM  dan
dimuldamackan  kelulusan  sgihan ol Panel Penilsian  Geran
Fenysigian, KKM Telacara peroiehan sdalah terfasduk hepesdin gans
Penduan dan pefaieran wewangan sedis ads yvang barugtiusss e
ErnaEE ke sRTESA

Sebaran (pembontangan & peroritan) saansifi

Hawl sebaran samiific sepet abstras poster, laporan pervelden
el dan laindain yang dihasikan oleh penpelidic KKM atau
MENgEUnaien dafa peaskil’ sampelipersonel KM sebagal subes s
Sswryd oeh geran pempefidinan BEM peru mendape? kedulusan Wetun
Fengerah  Kesihatan getelom dierb@an  stsu  dbentangkan

Banami-sama dengan Sursl Pakeiling L deeriskan Oacs Pancuss
Wationa! insitudos of Meallh (VIM) Guidelres e Conducting Resesrch in
Minigiry of Healt (MOM) instfutions & Faclties S Ediian, 2027 Gars
Hmﬂnmwmmwummnuuh\lﬂg
e Pty e oy /W, AT I T

3 TARIKH PERLAKSANAAN
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Catego

avestigatc

* All research related to MOH

Undertaken
by MOH
personnel

Conducted
In MOH
Institutions /
facilities

Using MOH
data/patient
/sample/
personnel as
subject

Funded
by MOH
Research
Grant

« Require registration and
approval* by the relevant
authorities according to the
following categories:

. MOH & NIH Investigator**
iI.  Non — MOH Investigator

iiil. Investigator applying for MOH
Research Grant (MRG)

C

National Medical Research Register

‘ .
S
o P

= Advancing Medical Research in Malaysia

PRIOR to data collection and/or subject requirement



The Conduct of the Registration of
Research - Retrospective Study

» Retrospective registration is only applicable (although not
advisable unless in unavoidable circumstances) for research
that does not require ethical review and approval by MREC,
MOH.

« Case study, systematic review, scoping review, and research
involving non-human subjects.
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National Medical Research RegISter Home Directory FAQ Documents Login Register
Advancing Medical Research in Malaysia

;IffJ‘iJl 3
EMPOWERING RESEARCH
FOR A HEALTHY & EQUITABLE
MALAYSIA

NMRR serve as platform where information,
progress and conduct of clinical trial, medical &
health related research can be shared publicly

Learn more

National Medical Research Register (NMRR)
nmrr.gov.my



The Conduct of Research Involving MOH facilities & Institutions

’----+dataanal

@work & visualisation by :
Research Registry & Data Coordination , Sector for Ethics &
Research Surveillance , NIH, MOH

any types of publication __
& presentation 4

Research Cycle* ‘ sis, result
i reporting research |
completion P ’ /P
w & <0 l 3 I 1 a:a; .
= ’MREC Pmt < (%) Before research initiation
r ‘ —e
— fhu::;mm without Reseatch . Ethical : @ During subje;tm
ethical approval (e.g., activity starts i Approval : SRR G COSCIOn
MREC review) "='% l any update, ’ data analysis and result
- ewwp Submissions with Site Aﬁmlal reporting, ___:O reporting & dissemination)
Grant Application Form notification El
(MRG) I JPP-NIH e
----% Submission requiring oy . - post grant §
Ethical Review & rd Review approval
Aasional fioss i Reseirch Reae i
MREC (involves NMRR ID with ’ activity starts activity starts i
human subject) issued P i * ‘;g_]? f approval I MRG Post
"Site Approval &
—,ﬁj E) 4% ' o : Form IdiEbUl’ sement \ -_— - ’Appm?al
R o '.1_ r ith
cert e fn?n];: # mh MR‘EC Z J Egllil:al MRG Acu\’l.t?
em - - Ethica‘l “‘aﬂj 13?3_1. s -’P l R . \
Research NMRR egistratm NMRR ID Review & anci neview
Planning & Submission issued Appmval e B Be
ngelnpmpnt E *Application during the conduct of research at phase 1,2,3 is done using the National Medical Research Register

Special Committee
roval/Re gulatm}'
Nnu ication Submission®

(NMRR) system while Submission at phase 4 is made through the system as mentioned

**Committee established on national or institutional level aims to steer development and govern specific
research-type in Malaysia (e.g: NSCERT , NRDHM, ACUC, IBBC.FIH) Regulatory notification are specific for
mﬂﬂd&ﬁmﬂmﬂmwﬂmhcﬁnﬁimﬂh&aﬂhmﬁmmﬂm Medical Device Authority
(iMD



CRITERIATO APPLY NMRR

(any one of the following)

1. Plan to conduct research involving Ministry of Health

(MOH patient/ data/ sample/personnel as subject OR conduct in MOH facilities OR using
grant MOH )

2. Submission to Medical Research & Ethic Committee (MREC), MOH for
ethical review & approval

3. Plan to conduct research using MOH Medical Research Grant (MRG)

4. Publication or Presentation Approval for Study Results involving Ministry of
Health

5. All clinical trial conducted in Malaysia : following the requirement of CTIL,
CTX by National Pharmaceutical Regulatory Agency(NPRA)

Acknowledgement to NMRR Secretariat, NIH



Documents required for NMRR & CRC Submission
(Observational study)

1. *Research Application Letter From Researcher/ University ( up to the sites)
2. Research Protocol
3. Case Report From/ Data Collection form
- all research e.g using secondary data
Questionnaire ( if research involve questionnaire e.g Quality of Life)

Patient Information Sheets & Consent
Malay & English + Others ( Tamil, Mandarin)

6. IAHOD FORM ( download from NMRR)

7. CV ( Principal Investigator & Study team)

8. Declaration of Conflict of Interest (download from NMRR)
9. MREC Cover letter

10. MOU, MOA or LOA (if study involves multiple collaboration)
11. Advertisement ( if applicable)

I



Documents required for NMRR
(Interventional study)

1. *Research Application Letter From Researcher/ University ( up to the site)
2. Research Protocol
3. Case Report Form/ Data Collection Form
- all research except research involve questionnaire
Questionnaire ( if research involve questionnaire e.g Quality of Life)

Patient Information Sheets & Consent
- Malay & English £ Others ( Tamil, Mandarin)

4

5

6. IAHOD FORM ( download from NMRR)

8. CV ( Principal Investigator & Study team)

9. Clinical Trial Agreement / MOU, MOA or LOA (if study involves multiple collaboration)
10. Clinical Trial Insurance

11. Professional Indemnity (Highly recommended for Researcher to have)
12. Conflict of Interest (download from NMRR)

13. MREC Cover letter

14. Investigator Brochure ( if applicable)

15. Advertisement ( if Applicable)



Research

MREC/ IRB

Human Subject

HOD & Hospital Director
Head Of Program & Dean

Acknowledge : Dr Norizan bt Rosli, ICR, NIH




Use of stem cell on human
subjects

Use of herbal products and
preparations on human
subject

Research involving Modern
Biotechnology and Living
Modified Organisms (LMOs)

Phase 1 Clinical Trial

Research involving animal

Committees

01

02

03

04

05

Specific Requirements

National Stem Cell Research and Ethics Subcommittee

National Committee for Research and Development of
Herbal Medicine (NRDHM)

Institutional Biosafety & Biosecurity Committee (IBBC) or
Institutional Biosafety Committee (IBC)

Scientific Review Panel for Phase 1 Clinical Trial (FIH)

Animal Care and Use Committee (ACUC)



7" Specific Research

Research involving Orang Asli
(Aborigines)

Research involving Ministry of
Education (MOE) facilities

International Investigators

WEIEVAELELE R LB EIEVSET
residing overseas from foreign
universities or entities)

Clinical Trial Research
including Industrial Sponsored
Research (ISR) and
Bioavailability/ Bioequivalence
(BA/BE)

Committees

06

07

08

09

Specific Requirements

Jabatan Kemajuan Orang Asli JAKOA)

eRas system at www.eras.moe.gov.my (Sistem
Permohonan Menjalankan Penyelidikan Pendidikan Dalam

Talian)

Economic Planning Unit (EPU)

Clinical Research Malaysia (CRM)



INSTI r T FENTYELIDMICAN KLINIKAL

RESEARCH : POLICY STATEMENT

3.3

The Gonduct of Research

-
i.

Prior Approval by the MOH.

a. All research must be registered with the National Medical Research Register

(NMRR),

b. Principal Investigator (Pl), Pl at the site, and at least 1 Sub-Investigator (Sub-I) (for

each research site without

obtain approval from his ¢
using the IA-HOD-IA Form.

Pl at the sitel must sion an Investinator Anreement and

Policy Statements

iil. During the conduct of the research (recruitment of subjects and/or data collection).
a. Any subsequent changes or additions to research that has received prior ethical
approval by MREC will raqmra that such changes be submitted, reviewed, and

Important note:

c. Investigator is advised 1o 4

research sites; and
d. For collaborative research

a Memorandum of Underst

Investigator is advised to engage with relevant
stakeholder prior to selecting the research 5|tes and

Lt into the research. These changes
ch protocol and methodology, i

uments.
Fi be made on a yearly basis and
cal approval.

Research Agreement (RA) between the related MOH division, institution or facility,
and the external party must be obtained.

After obtaining ethical approv
collection,

al, and before the recruitment of subjects and/or data

a. Sites without a signed |IA-HOD-IA form should obtain approval to conduct research
at each site via the Site Approval Form (Appendix 2). An investigator is required to
fulfil any other site's requirements depending on the respective facilities/institution's

SOP.

¢. Research status or pmgm&s should be notified and updated in the NMRR.

d. The Closure/Suspension/Termination of research should be notified to MREC (for
research that had already received ethical approval from MREC).

e. Investigator needs to submit an End of Project or Final report upon research
completion (report can be uploaded in the NMRR). For research receiving MRG, the

report should be submitted to the MRG Secretariat as well.

NIH Guidelines For Conducting Research In Ministry Of Health Institutions And Facilities 2021, 374 Edition 2021




RESEARCH : POLICY STATEMENT

33  The Conduct of Research Policy Statements
. Prior Approval by he Mor| IMpPOrtant note: lects and/or data collection).
. All h must b o . . . . : ;
“omere]a. Site without a signed IA-HOD, form should obtain |that has received prior ethica

b. Principal Investigator (P|

: : .. _ B be submitted, reviewed, and
Eif;faﬁ:ﬁ:;"ﬁuﬂt? approval to conduct research at each site via the Site b et et e

wnathentioniard  Approval Form (Appendix 2). An investigator is required  protocol and methodology, i

c. Investigator is advised 1

o e to fulfil any other site’s requirements depending on the fmes

- : ey : : : De made on a yearly basis and
d. For collaborative resear )/
[ oomore=?l  respective facilities/institution’s SOP  eppoval
e 1b. Application of renewal of ethical approval should be |updatsdin e NVAR
: thould be notified to MREC (for
ii. After obtaining ethical app made yed rly baSIS' from MREC)
collection, . ey e :
a. Sites without a signed |IA-HOD-IA form should obtain approval to conduct research e. |"v55t'gamr needs to submit an End of PI’U]EEt or Final report upon research
at each site via the Site Approval Form (Appendix 2). An investigator is required to completion (report can be uploaded in the NMRR). For research receiving MRG, the
fslglllj ?anyr other site's requirements depending on the respective facilities/institution’s repo  should be submitted to the MRG Secretariat as well

NIH Guidelines For Conducting Research In Ministry Of Health Institutions And Facilities 2021, 374 Edition 2021
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Scientific / Technical Evaluation

Scientific evaluation must always precede ethical review
* In-MOH vetting for all MOH research:

— Preliminary scientific and funding evaluation by relevant NIH institute
(and HCRCs)

— Ethical evaluation by MREC

— NIH grant application assessed by NIH Committee
— Use of lab animals evaluated by ACUC IMR
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i. Didaftarkan dengan pihak national medical research registry (NMRR) di kementerian
kesihatan malaysia (www.nmrr.gov.my).

il. Diluluskan oleh jawatankuasa etika dan penyelidikan perubatan, kementerian kesihatan
malaysia. |

iii. Dijalankan secara berintegriti mengikut tatacara yang telah ditetapkan oleh HSR negeri
dan Kementerian Kesihatan Malaysia.

Iv. Dipantau olen PPYM/ pegawai pergigian daerah/ penyelaras HSR negeri/ unit CRC
(sekiranya ada) dari semasa ke semasa bagi memastikan kajian yang dijalankan oleh
personel pergigian KKM/ pasca siswazah atau bukan personel KKM berpandukan garis

panduan dan pekeliling sedia ada.
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Lain-lain pemakluman

i. Tiada data individu pesakit dari mana-mana fasiliti KKM/ fasiliti yang dilawat/ dirawat oleh

/
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anggota KKM dibenarkan untuk dibawa keluar dalam sebarang bentuk salinan hard copy/ soft
copy/ scan copy oleh penyelidik utama/ ahli kumpulan penyelidik.

i. Penyelidikan yang dijalankan hendaklah tidak bercanggah dengan Dasar KKM dan Dasar
Perkhidmatan Kesihatan Pergigian yang sedia ada.

iii. Senaskhah laporan perlu dihantar ke PKP KKM setelah projek selesai.

Iv. Semua pembentangan/ penerbitan kajian / teknikal yang melibatkan fasiliti/ data/ personel
KKM termasuk pelajar pasca siswazah tajaan KKM perlulah mendapat kebenaran daripada
Ketua Pengarah Kesihatan, KKM.



Permohonan
Data Kesihatan
Pergigian




APPLICATION FOR MOH
DATA

Either at state Non-MOH

MOH, post-

or national graduates applicants.
level by the students (MOH
Oral Health personnel) at

local or overseas
universities.

personnel.




Procedure for applying data of Oral Health, OHP, MOH

Application submitted via Head of Department / Dean /

TPKN(G) to Principal Director (Oral Health), OHP, MOH

Completed documents:

Cover letter from Head of Department / Dean /
TPKN(G)

Format 1_RC form

Research proposal (if applicable)

Application reviews by Epidemiology & Oral Health Research

Section, OHP, MOH

Motification letter

will be sent to
applicant

MNo

Approval by
Principal Director

(Oral Health),
OHP, MOH

Data sent to applicant

Action

Applicant /
Head of

Department /

Dean /
TPKEN(G)

Epidemiology &
Oral Health
Research
Section, OHP,
MOH

Epidemioclogy &
Oral Health
Research
Section, OHP,
MOH

Epidemiology &
Oral Health
Research
Section, OHP,
MOH



FORMAT 1_RC

PROGRAM KESIHATAN PERGIGIAN
KEMENTERIAN KESTHATAN MAT AYSIA

PERMOHONAN MENGGUNAKANDATA BAGI PROJEK/PENERBITANPOSTER'ORAL

Sila Lengkapkan Makiumat Berkaitan Penerbitan Artikel atan Poster Anda Yang Akan Diterbatkan

Tajuk Penerbuzan Projek
Poster Oral

Tirie Articie Project
Pozrer/Oral

Permls Permapa

Firsr durhor

Pembs-Penubs Lamn
Orher duthors

Sis guneh e lemEi an Deres g an selirenys freang txlsh mer<ul o - Mlesse sflach sppemadias F e spece = ol

Nama dan
Tandatangan Pemulis Pertapa
Name & Signarure Firs:t duthor
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Permohonan
Menjalankan
jian




BUKAN Anggota KKM Tempatan/ Luar Negara Selain KKM

Proposal kajian & dokumen berkaitan disediakan oleh
Penyelidik Utama (PI)

Permohonan kebenaran menjalankan kajian daripada Ketua
Jabatan/ Dekan dihantar kepada Timbalan Ketua Pengarah
Kesihatan (Kesihatan Pergigian) PKP KKM dan surat
kebenaran menjalankan kajian diperlukan daripada lokasi
kajian berkaitan ATAU Kementerian Ekonomi bagi
pemmohonan daripada luar negara

Proposal kajian & dokumen berkaitan disemak oleh Cawangan
Epidemiologi & Penyelidikan Kesihatan Pergigian PKP KKM

Y
" Proposal kajian

perlu
ditambahbaik

Kebenaran menjalankan kajian daripada Timb. Ketua Pengarah Kesihatan (Kesihatan Pergigian)

Pendaftaran NMRR & kelulusan etika (NIH Guidelines for Conducting Research in MOH, 202 1)

Permohonan Daripada Pelajar Pascasiswazah/ Termasuk Dari Universiti Atau Agensi-Agensi

Tindakan

Penyelidik Utama (PI)

Pl/ Ketua Jabatan/ Dekan

Cawangan Epidemiologi &
Penyelidikan Kesihatan
Pergigian PKP KKM

Pl TPKN(G)/
Ketua Perkhidmatan

Kepakaran

Cawangan Epidemiologi &
Penyelidikan Kesihatan
Pergigian PKP KKM
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Pendaftaran NMRR & kelulusan etika (NIH Guidelines for Conducting Research in MOH, 2021)

Kajian dipantau oleh Cawangan Epidemiologi & Penyelidikan Kesihatan Pergigian,
PKP KKM/ Health System Research (HSR) Negen/ Clinical Research Centre (CRC)

Kajian selesai

Salinan laporan kajian yang lengkap dihantar ke PKP KKM

TAMAT

Pi

Pl/ Cawangan Epidemiologi &
Penyelidikan Kesihatan
Pergigian PKP KKM

Pl/ Ketua Jabatan/ Dekan



Sebaran

Saintifik
(Penerbitan &

Pembentangan)




Publication

» Processing period of minimum of

Requirement
A 14 working days is required for

> Full NMRR registration number each application

(for any research that has not

previously registered with NMRR),
» All investigators must submit the

> State the following:
= Ethical clearance and
: ggﬂ:(c)\e/agf(:czizﬂlga(ﬁle) application a minimum of 21 days
prior to the presentation day.
» Any submission that is less than
21 days will not be processed.

applicable)
= Conflict of interest amongst
the authors
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