Manual for using Submission Online for Post Approval Submission

Guide for submitting a research project for initial submission
for ethical review on human research (Post Approval
Submission) for the form version 6.0

Procedures for Post-Approval Submission of
Research Protocols
Documentation Organization Requirements
1. Investigators must create a folder on their Google Drive

using the naming convention specified by NU-NRE. This
main folder must contain two distinct subfolders:

a. Word File Documentation - Contains editable protocol
documentation

b. PDF Report Documentation - Contains PDF versions of
all reports directly converted from original documents using
PDF conversion software. All forms requiring signatures
must include electronic signatures or scanned signatures on
every document.

Example: Progress Report and Protocol Renewal Form AF
01-14

2. Investigators must adhere to the folder naming conventions
established by the Human Research Ethics Office to
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facilitate efficient protocol processing and expedited review.

. Complete all required fields in the online submission form as

specified by the Human Research Ethics Committee.

Important Notes

Non-compliance with these requirements will result in
administrative suspension of the review process until all
requirements have been properly fulfilled.

The submission memorandum must bear signatures from all
relevant institutional authorities, such as academic advisors,
department heads, and deans. Either authentic handwritten
signatures (scanned) or electronic signatures are
acceptable. If using handwritten signatures, the
memorandum must be scanned.

Documents Required for Post-Approval Submissions

. PFE 01: Post Approval Report Form (Download) Note:

Investigators must attach all relevant documents according
to the type of post-approval submission.

. PF 02: Summary of Changes Table (Download) Note: For all

Amendment submissions, investigators must always include
the PF 02 document.
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3. PF 03: Safety Report (Download)

4. Checklist (Download)

1.

Additional Requirements

Research projects granted exemption reviews have a
certification validity period of 3 years. If the research is not
completed within this timeframe, investigators must submit a
progress report and apply for project extension.

. Final Report Submission Requirements:

a. Cases exempt from final report submission: Projects
that do not require a final research report submission.

b. Cases requiring final report submission: Projects that
must submit a final research report will have this
requirement clearly specified in the remarks section of
the certification document.

. Any modifications to approved research protocols require

submission of an Amendment application, regardless of the
type of initial approval.

. Projects approved under Exemption Review receive a

Certificate of Exemption with no expiration date.

. Projects approved under Expedited Review or Full Board

Review receive a Certificate of Approval valid for 12 months
from the date of approval. If research activities are not
completed within this period, investigators must submit a
renewal application at least 30 days before the certificate
expires.
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6. Any protocol deviations or non-compliance must be reported
to the Human Research Ethics Committee in all cases.

7. When research activities have been completed and only
publication is pending, investigators should submit a Final
Report rather than continuing to submit Progress Reports
and renewal applications. The Final Report serves as
confirmation that the research has concluded, and
investigators may retain the committee's acknowledgment of
the Final Report as evidence for future inquiries.

(Download related documents)

Step 1: Create a folder in Google Drive for post-certification
submission in online format (before logging in for researchers)

Have the researcher login E-mail into the system using NU
mail, then go to Google Drive, then go to Google Drive. Then
have the researcher create a folder by naming it (first name - last
name_research project number_Post Approval Report) as the
main folder (Folder) and inside the folder (Folder) divide it into
files PF 01 Submission for Post Approval Report, certificates,
Checklist and subfolders (Folder) additional documents for each
type of submission. (Word/PDF) including:

1. Naming the main folder (Folder) for the researcher to specify
as (name - name-surname_research project number)
(For example, Mr. Ethics in Humans_P3-0001/2565)

My Drive > (fhati1g) Floder

Name |

BB 1. wwsdnsssy Tuwywd_P3/0001/2565_Post Approval Report
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2. Naming subfolders (Folders)
2.1 Example of creating a subfolder: Request to send progress
report (Progress Report) (Word/PDF)

My Drive > (#7a874) Floder > 4. uiaafasssy lunuse P3/0001/2565_Post Approval Report =25
Name Owner Last modified ile si

. LanaswuLLRILAY (vadmeo A i (Progress Report)) Te 3:57 AM me -

BE 3. lwtusaepdf me Apr 11,2022 me 402 KB

BE 2 Checklist.pdf me Apr 11,2022 me

B8 1. PF 01 Submission for Post Approval Report.pdf e Apr 2022 me 324 KB

2.2 Example of creating sub-folders Request to submit progress
report and renewal of research project (Continuing Approval)
(Word/PDF)

My Drive > (d2a:79) Floder > 8. una3iunssy lunund P3/0001/2565_Post Approval Report [==:)
Name -} Owner Last modified File si

B enasunufudy sadnonusnuimihuaziaatyTasen1sida (Continuing App... me 2229 PM me -

BE 3 tutusaopdf ne Apr 11, 2022 me 402 KB

B 2 Checklist .pdf me Apr 11, 2022 me

E 1. PF 01 Submission for Post Approval Report.pdf me Api 2022 me 324 KB

2.3 Example of creating a subfolder Request to amend an
approved research project (Amendment) (Word/PDF)

My Drive > (@72819) Floder > 3. wigaiosssy Tunuwse_P3/0001/2565_Post Approval Report H @
Name J Owne Last modified File si

BB erssuwudandy (2aUfunAlasansidofiitunisiusas (Amendment)) me 9:53 AM me -

B 4 1vtusaapdf me 9:54 AM me 402 KB

BE 3. Checklist.pdf e 2:54 AM me 3 KE

B 2 PFO2 envswenlasulfouula pdi me 254 AM me 3 KB

Bl 1. PFO1 Submission for Post Approval Report.pdf me Apl 2022 me 324 KB
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2.4 Example of creating sub-folders Request to submit a report of
non-compliance with the research project (Protocol

= Ll 1" N 1" 1 1" AN VAW Wi LIS r= =\
My Drive > (A7a13) Floder > 2. w1823u6333 lunuwe P3/0001/2565 Post Approval Report EH
Name Owner Last modified File size
BB enmswunibidn (onunsbiliiaasiasanside (Protocol Deviation/Violatio. me 3:50 AM me -
B 3 iutusoo.pdf e Apr11, 2022 me 402 KB
B8 2. Checklist.pdf me Apr 2022 me
B8 1. PF 01 Submission for Post Approval Report.pdf me Apr 2022 me 324 KB

2.5 Example of creating sub-folders Request a report to end the
research project prematurely (Termination) (Word/PDF)

My Drive > (@hatina) Floder > 5. una3iasssy lunusd P3/0001/2565 Post Approval Report EH
Name <) COwner Last modified File size

B enasunuindy (asoouiizsiiasinisidanauivus (Termination)) me 3:59 AM me -

BB 3. 1ususacpof me Apr 11,2022 me 402 KB

B 2 Checklist.pdf me Ap 2022 me

B 1. PF 01 Submission for Post Approval Report.pdf e Apr 2022 me 324 KB

2.6 Example of creating sub-folders Request to submit report
summarizing research results (Final Report) (Word/PDF)

My Drive > (@7at19) Floder > 6. un83388770 Tunune_P3/00071/2565_Post Approval Report 2]
Name J Owner Last modified File size

B erssuuniudy (wadimonuaninanisida (Final Report)) me 0:00 AM me -

B 2 lwtusaspdf me Apr 11,2022 me A02 KB

EE 2 Checklist pdf me Apr 2022 me

EI 1. PFO01 Submission for Post Approval Report.pdf me Ap 2022 me 324 KB
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2.7 Example of creating a sub-folder Request to send a report on
other notifications (Other) (Word/PDF)

My Drive > (@7ag79) Floder » 7 wia3sasssy Tuuusdd P3/0001/2565_Post Approval Report 2]
Name Owner Last modified File size
. Lang@suuuRuEy (2admeauEasudaiiansiui 4 (Other)) me 49 AM me -

B 3. iutusaopdf me Ap 2022 me 402 KE
B 2. Checklist.pdf

B8 1. PF 01 Submission for Post Approval Report. pdf me Ap

In the case of submitting more than 1 report for consideration for
example:

2.8 Example of creating sub-folders: Request to submit a progress
report and renewal of the research project (Continuing Approval),
and request to submit a report of non-compliance with the
research project (Protocol Deviation/Violation) (Word/PDF)

My Drive > (dhas19) Floder » 8 uieafasiss luauwd_P3/0001/2565_Post Approval Report H
Name J Owne Last modified File size
- LandisuuuiiuLdy sadempsuauinhuassaaty Tasan1s3du (Continuing Approval) -

B onasuuusindy (SeunisbilftismTasamnsid (Protocol Deviation/Vielation))
B 3 tususaopd me A
B 2. Checklist .pdf e A

1. PF 01 Submission for Post Approval Repori.pdf me A

Step 2: Naming each document file to submit for consideration
after certification in Google Drive

Please proceed with the file name specified by the Office of
the Human Research Ethics Committee in order to operate
efficiently. and be quick in considering projects. If the researcher
does not proceed with the naming according to these
requirements, your project will not be accepted and will continue
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until the researcher makes corrections to meet these
requirements.
Type of request for consideration
1. Request to send progress report (Progress Report)
2. Request to submit progress report and renewal of
research project (Continuing Approval)
3. Request an amendment to an approved research
project (Amendment)
4. Request to submit a report of non-compliance with the
research project (Protocol Deviation/Violation)
5. Request a report to end the research project
prematurely (Termination)
6. Request to submit a report summarizing research
results (Final Report)
7. Request to send a report on other notifications (Other)

*** Note: Running document numbers. The researcher must
adhere to the order specified by the Research Ethics Committee.
Human-specified if there are other documents.In addition to this
number Have the researcher run the document number using the
next number from the document in that type***

File type Naming the file
PF 01; Submission for Post 1. PF 01
Approval Report Note: The researcher must attach

relevant documents according to the
type that will be submitted for
consideration of the research project
after approval. and run the number
as 5. (document name), 6.
(document name), 7. (document
name), ......

PF 02: Table summarizing 2. PF 02
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changes Note: If it is an application for
correction after certification
(Amendment), the researcher must
attach document PF 02 every time.

PF 03; Safety Report 3. PF 03

Checklist 4. Checklist

Step 3: Set up sharing (Share) research projects.

Have the researcher openly share his research project with
the Office of the Human Research Ethics Committee to access
your project information for further action in each part as follows.
1. Right-click on the main folder and select “Get link”

Shared withme » «- > Version 6.0 > (¢1ae"9) Floder )

Name Owner Last modified

B  viossnessy Tunysd_P3-0001/2565_Post Approval 11:51 AM me
€+ Openwith >

O+  Share

GD Getlink

Add shortcut to Drive

Move to

Add to Starred

Rename

Change color b

Search within wa33ugssy Tusued_P3-0001/2565_Post .

View details

CFQ PANZED

Download

Remove

El

2. The “Share with people and groups” window will appear.
- Select Drop down
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- Select “Anyone with the link”
- Click “Copy link”
- Click “Done”

Share with people and groups

Shared with NU-IRB Naresuan University, nu-irb-board1, nu-irb-board2, nu-nrec nu, and 1
more

@ Get link 3

https://drive.google.com/drive/folders/1z3PAOVM8zvm041bi_CzKj7mk1UF.. ] Copy link

Anyone with the linf ~
(A LA E 1 Viewer ~

0 view

Restricted

Send fee‘

Naresuan University

v Anyone with the link 2

Note: Let the researcher open and share the document until it
receives confirmation from the office. that the documents have
been received

Step 4: Filling in the online system details

1. Log in to the system to submit a research project for
consideration after approval. Have the researcher read the
explanation. Before starting, log in to the online submission

system of Post Approval for NU-NRE and press the “Next” button.

Explanation
1) All documents related to the research project must be

converted from computer to PDF only. File scans will not
be accepted and researchers can use electronic
signatures to sign documents.

2) For the memorandum sent as a file scan with the
signature of the project leader, co-researcher, and
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through the signature of the executive with whom the
researcher belongs.

3) All research projects will be accepted in Word and PDF
file formats according to the manual only. Researchers
can study the steps for filling out various details via the
link. Manual for using the online research project
management system after approval. Human Research
Ethics Committee, Naresuan University for researchers

/’@"\
i “‘f

[NU-NRE|

Post Approval Submission for NU-NRE
For document use Version 6.0

Instructions (ﬁﬁﬁuao)

1) All documents related to the research protocol must be converted into PDF files directly
from a computer. Scanned files will nat be accepted. Investigators can use electronic
signatures for document.
(\ananstifetaeiuiasenisifaianueazdaaiunisulasivdanrnanfinaasiy POF
winiiuazlaidu File scan l.l,a;gﬁﬁ”ummm’tﬂaw;%uﬁiﬁﬂmaﬁnefaauwlmanmﬂm’)

2) Memorandums can submitted as scanned files or signed electronically by the Principal
Investigator, Co-Investigators, and approved by the Head of Department and the Dean of
the faculty.

ar ar o . : = ] o o » . oo
(dwsuivtinzdaminanihaaiu File scan Mdinsasuinnaniimilasens H5uTas wazeiu
Asaswsmad s faFafawint)

3) All research protocol documents must be submitted in both Word and PDF formats as

specified in the guidelines.
o & ar . - - , &
(Tasenisidavionunaziulusiluuvaag File Word uaz File PDF enuddiatvini)

2. Have the researcher fill in the information in the system
completely and press the “Next” button.

The Guidelines for Online Submission of Post-Approval Protocols to the Naresuan
University Network Research Ethics, for Investigators

(Link to the Guidelines

. hitps://docs.google.com/document/d/1nl 9eF VKIV18HgJs8xfugXRgJ4dRHGhGI
SkHtBRglt0/edit?tab=t 0
aflansldnuszuudanislasansidanianasnisiusaslugsiuui online aagnssunis
FranrruATIdalunusaiaIatng L inaaausATawIusI e

[m] oL [m]
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Part 1: Personal Data The researcher must fill in contact
information only.

Title, for example: Asst.Prof.Dr./MD/Dr./Mr./Miss, etc.
Name - Surname, for example, Chokdee Meechai, etc.
Name of research project (Thai language)

Name of research project (English)

Research project number (IRB no), for example,
P3-0001/2020, etc.

Faculty/Unit

Mobile phone number (who can contact the researcher)
Work phone number (if any)

Email (Project Leader) Please use an email address
where you can be contacted. Due to the online
submission of information, we will contact you to notify
you of the results via email.

Other e-mail (used regularly by the researcher and can
be contacted)

Name - Surname (Advisor) (if any)

Other e-mail (advisor) (if any)

Post Approval Submission for NU-NRE
For document use Version 6.0

nu-nrec@nuac.th gawnia &Y
. o a .
sruuAziuiinamayats Muliasuuuvasiil

* stpinihdauiduile

11/04/2022
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Part 1: Personal Data (Personal Data) (continued)

{Protocol Title [TH])
HaTasenside (Anmina)

Apnuuadnm

{Protocol Title [EN]) *
faTasenside (Amdnas)

R EIRRETT

NU-MRE Mo. *
For example; P4-0001/2568
(wunmanTasantside dhatagu P4-0001/2568 1Tusu)

AR R EaR

University/institution (uwiivienda/@anu) *

=0l =

Mobile phone number (that can be used to contact the investigator) *
wasivsdwillafa (Masadasagido’ls)

1/04/2022
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Part 1: Personal Data (Personal Data) (continued)

Principal Investigator's Email *
dua (WmwinlaTng)

Please use an email address that can be contacied, as the online submission process will
communicate the results via email.

(ngantdfwatannmbasnls damamsiveaEuatayasawlaiazswiivasdasaudna
HuELA)

AlRRUYaIR

Other Regularly E-mail used by the investigator and can be contacted
Swadug (Aeidnldhiudsd vazansodnsals)

AlEnUYDaR 6
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Mame - Surname {Advisor) {if available)
fia - ana (21ansiine) (6

R S
IR LD M

E-mail (Advisor) (if available)
E-mail (2731518 mm) (67)

AR B

3. Have the researcher fill out the report information that you want
to submit for consideration by the committee. in the system
completely and press the “Next” button

Part 2: Type Post Approval for NU-NRE

Explanation: The researcher can choose to submit more than one
report.

2.1 Type of report to be submitted for consideration after approval
(Post Approval). Instructors must tick in the report box that they
wish to submit for consideration.

[J 1: Submitting a request to amend a research project after
approval (Amendment)
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[J 2: Submitting a project progress report and renewal
(Progress Report)

[J 3: Submitting a report summarizing the results of the
research project (Final Report)

[J4: Submitting a report of non-compliance with the research
project (Protocol Deviation/Violation Report)

[J 5: Submitting a report on termination of a research project
(Study Termination Memorandum)

[J 6 Submitting Reports of Serious Adverse Events (SAE)

[J 7 Submission of Serious and Unexpected Adverse Event
Reports (SUSAR)

(] 8 other matters to be informed related

2.1.1 Form documents that must be submitted Have the
researcher tick the box for documents that need to be submitted.

[J PF 01 Research project report after certification

U certificate

[J Checklist

2.1.2 Additional documents for each type of filing. Have the
researcher tick the box for additional documents for each type of
submission.

[JPF 02 Change summary table (For requesting an
amendment to an approved research project (Amendment))

[J Research project documents, only edited documents (For
requesting an amendment to an approved research project
(Amendment))

[JAF 05 - 10 in the case of full board consideration (for
requesting to submit a progress report and renewing the
research project (Continuing Approval))

[J Abstract/Abstract (For requesting to submit a report
summarizing research results (Final Report))
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[J Other attachments related to research projects (For
requesting to send a report on other notifications (Other))

Part 2: Type of Post Approval for NU-IRE

Mote: Investigators can choose to submit more than one report.
(diapmansawRand oW ldRIAAE T TiEeu)

2.1 Types of Post Approval Submissions for Review (Ustiavuasnissiaaunaiy
AITIAEWEFIATFEUTE)

|:| 1: smendment {Asfuvalfuudlelasirisiuamdsnsiusaa)

|:| 2: Progress Report [m'iﬂ'u'u asmMATRMILAZsRa Y TASIN1E)

[] 3:Final Report (msfuranuouanlualasanisid)

|:| 4: Protocol Deviation/Viclaticn Report (asBuvemizoulud§idsniasinnsian)
|:| 5: Study Termination Memorandum (Asdveas e oyélasanisiia)

-l » d -l al -
|:| & Other relevant {Saeusdatianiuays ALA oae)

2.1.1 Documents and forms to be submitted
(anaswuudasuisaning)

|:| PF 01 Submission for Post Approval Report
|:| Certificate of MU-IRE Approval {Tufusaa)

[] Checklist

2.1.2 Additional documents for each type of submission
(enansuimANTaImsiuuaazlszan)

D PF 02 Amendment Summary Table (ss19asinsidouudas-dwdaaliuudlasems
Fufisiumsiusas (Amendment)) )4/2022

— Documents, only the revised documents (tananslasemsidaavnzianasiinn la-



Manual for using Submission Online for Post Approval Submission

2.2 Type of request to submit for consideration of the safety report
(Safety report), have the researcher tick in the report box that you
want to submit for consideration.

[J Serious Adverse Event (SAE)

[J Suspected Unexpected Serious Adverse Reaction (SUSARSs

[J Suspected Unexpected Serious Adverse Reaction Line

Listing

[J Independent Data-Monitoring Committee (IDMC)

[J Data and Safety Monitoring Board (DSMB)

[J Data Monitoring Committee (DMC)

[J Other safety report
2.2.1 Form documents that must be submitted to the safety
report. Have the researcher tick in the box for documents that
must be submitted to the safety report.

JPF 03 Safety Report

U certificate

[J Checklist
2.2.2 Additional documents for submitting each safety report.

Have the researcher tick the box for additional documents for
submitting each safety report.

0 CIOMS FORM
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[J Line Listing
[J Other attachments related to research projects

2.2 Type for Safety Report review (Safety report)

[C] 1:Serious Adverse Event (SAE]

[] 2 Suspected Unexpected Sericus Adverse Reaction {SUSARs)
[] 2 Suspected Unexpected Sericus Adverse Reaction Line Listing
[J] 4:independent Datz-Manitoring Committee (IDMC)

[] 5:Data and Safety Monitoring Board (DSME)

|:| 6 Data Monitoring Committee (DMC)

[C] 7 Other safety repart

2.2.1 Documents and forms to be submitied for the safety report (l@ARsWLIYESY
fsanh@naauarulaaaia)

[} PF oz sSafety Report
[] certificate of NUMRB Approval {Tudusaa)

|_| checklist for Online Submission

2.2 2 Additional documents for each safety report submission (1an Ansiindunas
AstuuEazTsuA Tl aaaAn)

[ cioms Form
|:| Lime Liating

-l o . -
O Cther documents related to the research protocol {laAasuuwdus ATtz
TRsenisian)

Part 3: Link to research project report after certification

When the researcher completes the information in the system and
presses the “Submit” button.

Fill in the research project link. The project link can be found in
the steps. “Settings for sharing research projects after approval”
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For example: Document link
https://drive.gooqgle.com/drive/folders/15t7QmOL4WE 0rKn3BSH
UoVNef-UxaGa?usp=sharing

Example of creating a subfolder: Request to submit a progress
report and renewal of the research project (Continuing Approval),
and request to submit a report of non-compliance with the
research project (Protocol Deviation/Violation) (Word/PDF)

My Drive > (A3a119) Floder » 8 wiga3usssy lusuwd_P3/0001/2565_Post Approval Report ~ A
Name Ownel Last modified File size

. laAFIsuNLREY IaderisaualiuimiuasaanyTasenisida (Continuing Approval) me 2:29 PM me -

BB enasuuuddy (Tounishild dEa1uiasentsidu (Protocol Deviation/Vielation)) me 2:47 PM me -

BE 3 tususaspdf me Apr 11,2022 me 402 K8

Bl 2 Checklist.pdf e Apr 2022 me

BB 1. PF 01 Submission for Post Approval Report.pdf me Ap 2022 me 324 KB

Link to the Post-Approval Submission files (GafsenulAsaAIsT 0 EWEIATT
Fusaa)

**|nvestigators must enable the sharing function of the folder to submit it for review,
allowing the staff to access the files **
& &l vm o ” r ra = -l - -l - = -

il idmazdandes Share Wdirasiazamsiunafufisnsay tialdd@3 ninauaiossumns
FAplunyrdaensadrtonaléa™™

You can place the URL link fo the Post-Approval Submission folder.
(mudAansae Link idawmasiznasswouinsenisiHua anaanissusaa)

Do not include any other text, as it may prevent the link from opening,**
=i ustyraaTuay s i g ansaiiadeala

ATR3WHIIA AL

note:
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1. For submitting reports, more than one report can be
submitted for consideration at a time by allowing the
researcher to name subfolders as in the example mentioned
in section “2. Naming subfolders”.

2. However, the researcher must open the Share folder that
he/she wants to submit for consideration. So that the Office
of Human Research Ethics can access the data.
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