User Guideline for

Investigator/Clinical Research Associate
(CRA)

National Medical Research Registerv2.0

National Institutes of Health (NIH)



1.0 - Flows & Function for Investigator/CRA
1.1 - Edit Details (Basic Information, User Information, Institution Information)
and Set New Password

1. Gototheurl https://nmrr.gov.my
2. Click Login and insert email & password

Mational Medical Research Register

eSvareite] MARheal Fesadrh i Mbila

3. Click user profile located at top right of the landing page

al

Profile ly Prof

Motifications
Support
Logout

Completed Research

.

4. Insert basic user information, institution information and upload necessary
documents. Save the information by clicking the save button in every section
provided

User Information


https://nmrr.gov.my/

5. Insert current and new password to change the password (The password must
contain one upper case and one number). Click the save button to confirmthe new
password

Current Password
New Password

Confirm Password

SAVE |

End of Flow



1.2 - New Research Submission

1. Gotothe url https://nmrr.gov.my
2. Login and insert email and password
3. Click on “create new submission” on the left side

Dashboard

My Submissions

My Research

Approvals

Meetings

SHORTCUT

Create Mew Submission

Create New Post Ethical Approwval

Create New Meeting



https://nmrr.gov.my/

4. Insertinformation on the “New Submission Registration”. Basic information required
are as follows;

Submission type

Research title

Public title

Research title abbreviation

Protocol ID

Research Scope

NMew Submission Registration

General Information

Industry Sponsoned Research (ISR) Inwestigator Initiated Resaarch (IR

Resesarch Tithe *

Public Tith *

Research Title Abbreviation *



5. Once basic information is inserted, select one Research Type . it can be either:

Interventional

Observational

Qualitative Research

Mixed Method Research

Proof of Concept/Theoretical Research

Applied Research

Registry/Biobanking/Clinical Database

Clinical Audit/Quality Assurance/Quality Control

Systematic Review/Scoping Review/Rapid Review/Meta-Analysis/ Meta-

synthesis
Special Write-Up

Research Type *

Please select...

Please select...

Interventional

Observational

Qualitative Research

Mixed Method Research

Proof of Concept | Theoretical Research

Applied Research

Reqgistry | Biobanking / Clinical Database

Clinical Audit [ Quality Assurance /[ Quality Control

Systematic Review [ Scoping Review / Rapid Review [ Meta-analysis / Meta-synthesis
Special Write Up

6. Once Research Type is selected, click “Create New Submission”

Research Type *

OHosaivational

d

| Create New Submission |



7. The General Information page will appear with a list of sections to be completed by
the user. Status of submission will appear as “Pending Submission” at the top part of
the page. To continue the submission, click on the edit button

testing new submission NMRR £t °

Ressarch ID RSCH 10-21-00012-K02 R ID

Resaarch Tick

CENERAL INFORMATION

Frotecol ID - ast updated on Sug 13,3031

STUDY INFORLATION

STUDY SITE

IHVESTIGATOR & SPONSOR

° PURPOSE OF SUBMESSION

8. User is required to fill up all the necessary information required for the submission.
Compulsoryinformation is being tagged with an asterisk *. Click on the section heading
list on the right side of the pages to access each section for the submission

GEMERAL INFORMATION
Brief information on what you will work on.

STUDY INFORMATION
Explain more information regarding the research
study.

STUDY SITE
Where the study will be conducted.

INVESTIGATOR & SPONSOR
Who is the investigator invalved and sponsor for
this study?

PURPOSE OF SUBMISSION
Select the purpose of submission.



9. In each section, the user will need to fill up information according to each subsection
available (Note: Different “Research Type” would have different subsections to be
filled) in the “Study Information” section. Once information is inserted, click the save
button located at the end of each subsection.

Observational

]

Study M

el *

Cross - Sectional -
Stisdy Moded Descrigtion *

AR ong point of a time
Sampling method *

Simple Random v

Time Perspactive *

Ratrospactive bl |

10. Each successful updates will have a notification at the bottom of each subsection

f  Observational information successiully updated
¥

11.If there any information missing, user will have a command ask for the required
information on every attempt to save the subsection; for example,

Time Perspective *

Please select

Plaass salact A it i the B



12. When all subsection required has been filled up, user is required to refresh the pages

so that ° icon of the section listing willappear. Failure of the icon to appear indicates

that there is some information missing or unable to be saved.

GENERAL INFORMATION
Brief information on what

STUDY INFORMATION
Explain more informatior

1 51

STUDY SITE
Where the study w

INVESTIGATOR & SPONSOR
Vho is the investigator in

sponsor for this study?

PURPOSE OF SUBMISSION

13.1In the “Purpose of Submission” section, user is required to select the purpose of
submissionrequired for the submission. Click the “save” button to capture the intended
purposes. Purposes can be either:

e Registration

Purpose of Submission

Research Registration

Scientific Review & Ethical Approval Submission

Grant (MRG) Submission

Publication & Presentation Approval Submission

Notification of Research to Other Authority

Other Ethical Review Committee

Scientific Review & Ethical Approval Submission
Grant (MRG) Submission
Publication & Presentation Approval Submission
Notification of Research to Other Authority



14.Once the subsection of Purpose of Submission is saved, section required for the
uploading of the documents will be opened (depending on the purpose selected); for
example, if “Scientific Review & Ethical Approval Submission” and “Grant (MRG)
Submission” has been selected & saved, both submissions purpose section will appear
in the section list on the top right of the page

PURPOSE OF SUBMISSION
Select the purpose of submission

SCIENTIFIC REVIEW & ETHICAL APPROVAL
Is there any need for review and ethica

armreyal?
approva

GRANT APPROVAL

Fill up details and attachment

15.User will be able to upload necessary documents required for the submission by
dragging the documentinto the box or selecting the requiredfile. Insertthe versionand
version date of the documents (required by the system). Compulsory document is
marked with the asterisk *.

Research Documents

Covar Later v MREC

16. Once the document has been uploaded, click save at the bottom of each subsection
to finalise the document

Research Pratocal 4,

]



17.0Once all required documents have been uploaded and input has been added, refresh
the page to allow the “Confirmation of Submission section” to appear. Please be noted
that all compulsory documents/information in the section after the “Purpose of
Submission” are required to be uploaded and saved in order for the “Confirmation of
Submission” section to appear. Once it appears, user is required to tick the
acknowledgement of confirmation and then click the “submit” button to send the

submission

Mixed method testing

Rosoarch 1D RSOM 10-21-00006-HC NVER D Protocol 1D
Statun

Confirmation of Submission

Last updated on Awg 12,2021

GENERAL INFORMATION

STUDY INFORMATION

STUDY STt

INVESTIGATOR & SPONSOR

PURPOSE OF SUDMSSION

SCIENTIFIC REVIEW & ETHOCAL
APPROVAL

° CONFIRMATION OF SUBMISSION

18. Once submission is successful, user will be brought to “My Submission” page and
Status of the submission will be shown as “Processing Submission by NMRR

Secretariat”

fa_r Dashboard

q My Submissions

Submissions
EXCEL POF Show [ 10 w | antrig
& Rosearch D HMER ID Titla
RECHID-21 RESnG new
QN2-KD2 submission

Rasgarch
Scope

Basic Stience

{ Biamedical

Resaarch Typa Status Day To Action
Submission

Observationa




End of Flow
1.3 - Edit Pending Submission/Incomplete Submission/ Revision Required

a) For Pending Submission

1. Go to the url https://nmrr.gov.my
2. Login and insert email and password, Click My Submission at the left side of the

page

: Sl Vicdical Rescarch Rezisler

ActvaneCmng e al Besear n Malaysaa

Dashboard
My Submissions

My Research

Approvals

Meetings

3. List of all the submission will be displayed. To edita “Pending Submission” status, click
on the edit (pencil icon) under the action column of the particular submission or
Research ID. User can delete the unwanted submission by clicking on the delete (bin
icon) — this will only applicable for study with a “Pending Submission” status.

# RESEARCH ID NMRR TITLE RESEARCH RESEARCH STATUS DAY TO ACTION
Y D SCOPE TYPE SUBMISSION
1 RSCH ID-21- testing Basic Science Qualitative Pending
00009-LYV PAT | Biomedical Research Submission

Showing 110 1 of 1 entries
Previous . Next


https://nmrr.gov.my/

4. Users will be brought to the “General Information” pages. If there are no additional
changes on the General Information section, users can continue to edit the rest of the
information and upload the necessary documents following the Main section list at the
top right side of the page (as the steps mentioned in 1.2 no 8. onwards).

GENERAL INFORMATION

Brief information on what you will work

STUDY INFORMATION

Explain more information regarding the
STUDY SITE

Where the study will be conducted
INVESTIGATOR & SPONSOR

Nho the vestigator involved and
sponsor for this study?

PURPOSE OF SUBMISSION

5. User is required to tick the acknowledgement of confirmation at the Confirmation of
Submission” section and then click the “submit” button to send the submission

Confirmation of Submission

DI acknowledge that | have read, and do horoby accept the terms and conditions contained in NMRR terms and condition documant

° CONFIRMATION OF SUBMISSION




b) ForIncomplete Submission/ Revision Required
1. Click My Submission at the left side of the page

% salional Vicdical Research Regisler

o Advancng kdedscal Besearch in Malaysia

Dashboard

My Submissions

My Research

Approvals

Meetings

2. List of all the submissions will be displayed. Submissions requiring revision by any
secretariat will have the status either as “incomplete submission/revision required” or

“revision required” displayed on the status column.

Submissions
oot A

E '

L] Research . HMER Title Rasaarch Research Typs Status Dy To Action
[[+] [n] Scope Submission
RSCH ID- TESEiNG Mew Bacic Oibgarvalons 0 o
Z1-000 - submigsio ST p
KDi2 Bigmedica Required




3. Firstly, click on the “Comment & Review” part (chat icon) to see all the query/
comments made by the secretariat or reviewers.

Submissions

Kryword Sta
Se & .
ENCEL #hF - v v |antrias
L] Research HMER Title Rasaarch Resaarch Type Status Dray T Action
[[+] [0} Scope Submission
RSCH ID- DESinG rew Basic Obsarvation Incomplete 0 Dﬂ_.
21-000NE- submigsion Sub \Revisicn
KD2 b Biomedica red

4. List of comments made by the secretariat or reviewer will be displayed in the listing. It
is advisable for users to update the response in after all the revision has been made in
the data submission & the document has been uploaded (user can come back to the
“Comment & Review” later after the revision is made)

Mixed method testing (RScH ID-21-00006-H1C)

Review and Commant

Type of Submission

Ripvigwar Commant

13 adl purpoEes of submissions Iof Sciemlific & elhasal approval

stigaior Response -



5. Click on the edit (pencil icon) under the action column of the particular submission or
Research ID to edit the data submission and to upload the revised document.

Submissions

Keyranrd

ExCEL #OF Shaw | 1 w |

L Research HMRER Tithe
1] lu]
RSCH ID- Lesting rnew
Z1-000E- submisso
KD2

Stalus Day To

Submission

iaion ’ ‘ D
arukevision
[

Research Action

Socope

Research Type

SASIC Cibgaryalons

6. Users will be brought to the “General Information” pages. If there are no additional
changes on the General Information section, users can continue to edit the rest of the
information and upload the necessary documents following the main section listing at
the top right side of the page. If revision involvesthe general information, click update
at the bottom of the pages before proceed to the rest of the section (the same steps

as per new submission.)

° GENERAL INFORMATION
STUDY INFORMATION

STUDY SITE

INVESTIGATOR & SPONSOR

PURPOSE OF SUBMISSION




7. Useris advised to do the revision in reference to the “Comment & Review”. Once
user has edited all the necessary revisions and uploaded all revised documents
(please make sure all the updated information and documents is saved), user is

required to go back at the “Comment & Review” page to insert the responses
comment.

GENIRAL INFORMATION

STUDY INFORMATION

STUOY SITE

INVESTIGATOR & SPONSOR

PURPOSE OF SUDMISSION

SCIENTIFIC REVIEW L ETHICAL
APPROVAL

Review and Comment

Typse of Submission
HRRR Sociataiat Comenin

Irvesiagaton Response *

st don |




8. This should be followed by acknowledgement of confirmation. At this stage, please
make sure that all comments/queries in the “Comment & Review” have been
answered first before clicking the “Submit” button. Once this is done, user is unable
to make any more changes to the information, document uploaded in the data
submission and the responses in the “Comment & Review”.

Research 1D

Coanfirmation of Submission

End of Flow
1.4 Update Study Status/Progress

*Elow will be updated in the next go-live phase

1.5 Post Registration Updates/ Additional Purpose of Submission

*Elow will be updated in the next go-live phase



