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naninaailsn1sufuRuLazeuly

1. nannaein1sU{UuRY

N15AndunIsITeNiagdesinidunisnaasiuay/vseiiuteyanuau Lasvasunu
atuayulunisaniivaddeanmhsnuninsguesaniyeisni 1w National Institute of Health
(NIH), Centers for Disease Control and Prevention (CDC) kazduq fazaosuuaniungvuie

¥

SyunanansvesUseimAanigewsni (Code of Federal Regulations) Title 45 Part 46 n15Uaaniug
gnIdefiluuywe (Protection of Human Subjects, 45 CFR 46) wazdinslidndudygfisenia
Federal Wide Assurance (FWA) 1uangdnualdnusiuniissnuniaiguesansgerusnifivimiing

[y

ﬁ’mUQLLaﬂizmumiﬁ e Office of Human Research Protection %58 OHRP

nslimudye FWA Seumneinisaudunsiseluauvesmninedeudioa 1z
lsunsmiuguanauznssunsaiesssumIseluauvesmingrdouinailsiunissensy
910 OHRP Llel¥nAdadulunungranevesiguianansesUssmaansgening uazidulua
udnunausineasesssun1sideluay foousu duielussiuuud inasimand léud

® Code of Federal Regulations (CFR) Title 45 (public welfare), Part 46
Protection of Human Subjects (45 CFR 46) @

mi1891uT 0 National Institute of Health (NIH) uwisUszimaansseiuinildoen
sudsunisundeseranaiinsfidnmniside Butsiuldiduedausn e T a.a 1966 Tusadeud
Tanznssunsaiesssunmsidsluuyudvivihiiundesenaaling deulul a.a. 1974 mirgau
%9 Department of Health and Human Service (DHHS) wisUszinaavsgeudnihunusuuzady
ngvuny Aa Code of Federal Regulations (CFR) Title 45 (public welfare), Part 46 Protection
of human subjects dlof The Belmont Report 1ud a.A. 1978 w119 DHHS waruheaude Food
and Drug Administration (FDA) Sathanufuusaisndnsemsiliineainsadeudetsiu ua
@308 LAINNTANTAN (Exempt From Regulation) wags1emsfidiinefinnsanuuuisenan
(Expedited Review) Tud a.a. 1981 sourAmznssundnskuzinlivuisuvessglulssina
anszoinmdnguuiesaudy Jawmun 45 CFR 46 Tidu Federal Policy w3 a7 15 uniuin
Common Rule waguUszmaldlud a.a. 1991 ndsandiinisuszmeldldinisuiuyss Common
Rule Bosn warAuwlud e 2017 Jednateduldluiud 19 nangiau A 2018
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® Declaration of Helsinki (Ujjsyeynaa@sn)

33uuazdnvhdulagunmeauiaulan (World Medical Association) waglasunis
au5ua1N World Medical Assembly Tudn.f. 1964 Ainjusaden Usewauuaus 10w

938555UN15798luAUAING (International Ethical Guideling) aUuwsn

® The Belmont Report

Si3unazdmhdulasnssndnmsivingans uywdlunsidedudinsmansuas
nAnIsuAIEns (National Commission for the Protection of Human Subjects of Biomedical
and Behavioral Research) vesUsginaanigoluing fifosnisadranunufififielrnsisonied
nmansuaznginssumanfiulunundnttessauiiugu uesdulunungrnensitouisni
YoUszImAansgosni Jednbidinisussyuedindudu wazlddeasulul a.a 1978 Ynvindu
LONE1951891U “The Belmont Report” Usgnauale 3 @iu laun d@auusn (Part A) na1299n1s
AUAYEULINTENINNNTTITY (research) AuTUR TR (practice) daufiaad (Part B) nanndanan
95u533un15398Tunywd A ugiu 3 9 Ao (1) Respect for persons - n13LATIWlLY AAT, (2)
Beneficence- mslvinaszleny, (3) Justice- nvundusssn JadundnadossnAdeluuyusidu
fiyousuiumluautaqiu wazdudl 3 (Part ) dunuamsdiiunisnunanasesssufiugiu

U9AY
® The Council for International Organizations of Medical Sciences (CIOMS) @

The Council for International Organizations of Medical Science (CIOMS) V9w
p9AnsBasEiinsAniseunTelanuas UNESCO nesstuifiowmunuuanie (suideline) 930555un13
FeiAedestuuyudnnelinseu Declaration of Helsinki dmiuiludsegndldiuuszimed
AFIRTAUT LUINI99585550N19T T e a1 ba AR imeunslude "Ethical Guidelines for
Biomedical Research Involving Human Subjects” Tud a.f. 1993 lAgLUINI4TY5ITUANTIVE
atuiifieandeninn uanfiuUssiumsfiansanifefuanamisTanssy - Vssndifesiudae
Fafimsuuusaiiandslud e 2002 waglul e 2016

® The International Conference on Harmonization Guidelines for Good
Clinical Practice (ICH-GCP-E6) @

JuysisnuresiguarauANgnaIvnIsNINUsInAausEY Uy wazglsy §n
Usg9u International Conference on Harmonization (ICH) ﬁ’?@lqﬂiza\iﬁ‘ﬁ'ﬁ]3a§ﬁﬂm1m'§§’lumi
wAnen nadauen kazn1niedinatn 49 ICH laeonwuIn1aUfua “Guidance for Industry E6
Good Clinical Practice: Consolidated Guidance” Tud a.¢. 1996 LﬁaLﬂummgmmﬂaV?ﬂﬁm
355ssUkAEINgIAIans lunaaesluuywe (an international ethical and scientific quality

standard for designing, conducting, recording, and reporting trials that involve the
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participation of human subjects.) AVUANIIALAZAIUTURAYOUVDITNTTY Hatiuayun &
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2. FnsuUanunazeulylunsu)ianu

2.1 wisudeyadiniunsenatseuusukazdstoya (E-Submission) v ulusves
MeuNYedn “Office of Human Research Protection” %38 OHRP Usgnaulume 2 du laun

IORG (https://ohrp.cit.nih.gov/efile/IrbHome.aspx) Fududayaved IRB Aazvimtindilunisiiiu
AualAsINsITeluauvesumInededdlafunud egluveuvignudyy FWA wag FWA

(https://ohrp.cit.nih.gov/efile/FwaHome.aspx) Fedudeoyavesduimsseivgeaiidugunuues

uvAnedelunisiidennas FWA Tagazsosnsendeyaadlu IORG Aew 1iosan IRB vl
AaNtRnNLTves OHRP Feagldsunmstunsfou uagldsumneauusedmieny tdun
IORG number ABniElavUseIIUNIINGTTe way IRB number Aaviunglaryused IRB (uusas
uIngndeanaursie IRB 1nndn 1 angld) elé I0RG number wag IRB number uda azfas
thvsnewauia 2 annsenas FWA fe Ssdeyafifenniususuly Ussnaude

dayadiniunsan IORG - Registration of an Institutional Review Board (IRB)

[%
Y

®  JayaveInnzNITUN1TITEETIUNTIAEIUAY (IRB) nelunvninede Tellvavun 9
Wa Usenaume

O ANENITUNITITEITTUNTIFEIUALYANAN UMINeduuTing

AMENISUNITIZEFITUNITIVETUAY AISLINNYANEASASIIINEIUA

@)

AMYNITUATIIUTITUNTIVUIUAY AUZUNNEANERSITINYIUIATINITUA

o O

AMENISUNITIILFITUNNTIVY MU ANSIBFERSLURS DU

@)

ANENTINNTIILTTTUNNTITeTUAY AzansITUEUAENS

O ANYNIIUATSEEITUMTIVEIUAY AUETIUALNNEAEASLAE ALINEUAERNS
O ANEAIIUNITISYETIUNITITUIUAY ANENNUAAERS

O ANYNIIUANTIZEEITUNMTITEIUAY ddnNAIEnS

O ANENTIUNISITESITUNTIFETUAL a1TUIT8UTTINNTWaTEIAL

¢ JoyaverdruteNsvilgnuvTedunuimiuguan1sIdsluaundiunsve

6 1

Aswaniunig neyeranigluuminerdeudiing lawn ge1uien1svesAuddnasuasesssunis
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®  JouavedduINIsaIEnvaIuMINeeNing wie adn1sud (uiidsunany
ﬂgﬁuﬂaiuﬂﬁiaﬂuﬂuiuﬁiyfgﬂ (Official Legally Authorized to Represent the Institution)
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25 \deduiunisnsendeya IORG 3o FWA wfadu Wuthiidnsondeyadosdnii
Juiindenauiausludsesnisud (Signatory Official) W1us9995n15UAN 1879y (Human
Protection Administrator) L ugfunuveauminedouing eudslinsruinlddnisiiads
Toyantluluszuu IngvemuenAsIensesesn15uAleIde (Human Protection Administrator)
Tifinsanasadeumiuasuiiuwazaugniastesdoyanis E-Mail siildudsliluduneud 2.4
lng50398n15UA18398 (Human Protection Administrator) @nunsaasadnuiiukasandunishe
il

251  wniuveuazna Link fiszuudsnlivig E-Mail 1iiesensudoya uazas
wnlutuiintemuaueseludedn1sud (Signatory Official) w%amﬁ’uﬁszw%ﬁﬁazﬁaﬁmums
nyRdeULalTUNsEaNTULEYINgNAasAsUILlUEIeEN15UA (Signatory Official) 113 E-Mail

252  wnldiureuazudanduandafdruisnsquddauaiuaiosssunisideiiie
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Guideline 2’; Research conducted in low-resource setting L4 Ul 3419 5§IUN4

a a v = 1} ) U 1 U 1
esssumNTeluaunviniisniulunnuseme liwdsiulunuasuggiusvousasUssme

General considerations This Guideline pertains to settings in which resources are so limited
that the population may be vulnerable to exploitation by sponsors and investigators from
wealthier countries and communities. The ethical standards applied should be no less
stringent than they would be for research carried out in high-resource settings. To ensure
that people in low-resource settings receive equitable benefit from their participation in
health-related research, this Guideline demands that local social value be created. Low-
resource settings should not be interpreted narrowly as low-resource countries. These

settings might also exist in middle- and high- income countries.

Moreover, a setting can change over time and no longer be considered low-resource. Local
committees must be fully empowered to disapprove a study that they believe to be

unethical.

Guideline 8'®': Collaborative partnership and capacity building for research and
review ufansiansaniasainsidelaeanenssunisasesssunsiduluay waslasunissuses
foududuiun1side mnluanuiisedldfinisdadmenssunsadossau {liuuasdifed
#¥unu awdessuilefulunisdadauaradiauasudneninuesanznssunsasessau fudeiery
Tanunsaiiugualassmsideluey eivindavduasaiafnimuesiidninide wasluuselowi
HosTUUAUNWYDYIBIRY

General considerations Governmental authorities in charge of health-related research
involving human participants have to ensure that such research is reviewed ethically and
scientifically by competent and independent research ethics committees and is conducted
by competent research teams (see Guideline 23 — Requirements for establishing research
ethics committees and for their review of protocols). Where research capacity is lacking or
underdeveloped, sponsors and researchers have an ethical obligation to contribute to a
host country’s sustainable capacity for health-related research and ethical review. Before
undertaking research in a community with little or no such capacities, sponsors and
researchers should have a plan that describes how the research can contribute to local
capacity. The kind and amount of capacity-building reasonably required should be

proportional to the magnitude of the research project.
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Guideline 23': Requirements for establishing research ethics committees and for
their review of protocols Lfuanusuilesyinglivuivantuise/aminerdensuyu dey
Huaouiduiunside lunsdadauasiamnmssiiunureseugnssunisaiesssumsitelu
Aulsyantuide/aminends lunnsgiuiediy Anenssun1sasesssuUsednandunedgsu
yudmsuuiunvesiesduiituanuiiide ssansaivinvansuasatafamuosiinsnidy uas

AnunaUselevivasdnuniselannia

Externally sponsored research. Research may be externally sponsored, meaning that it is
sponsored, financed, and sometimes wholly or partly carried out by an external organization
with the collaboration or agreement of the appropriate authorities of the host community.
External sponsors must collaborate with local partners (see Guideline 8 - Collaborative
partnership and capacity building for research and review). Researchers and sponsors who
plan to perform research in settings where research ethics committees are absent or lack
adequate training should help to establish such committees according to their ability before
the research is initiated, and make provisions for their education in research ethics (see
Guideline 8 - Collaborative partnership and capacity building for research and review).
Externally sponsored research must be reviewed at the site of the sponsor as well as locally.
The ethical standards should be no less stringent than they would be for research carried
out in the country of the sponsoring organization (see also Guideline 2 — Research conducted
in low-resource settings). Local committees must be fully empowered to disapprove a study

that they believe to be unethical.
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Office for
OASH |Gimanfesearen
Protections

Institutional Review Board (IRB) Registration

Institutional Review Board (IRB) Registration

an application for new IRB registration, or update or renew an existing IRB registration. Applications must be submitted

Quick Links

« Find o

out OHRP

fag/index.htm!

What are you looking for?

New IRB Registration
Application

IRB Registration
Update/Renewal Application

« Viewall registered IRB(s)

Search

E‘Um‘wﬁ' 2 %usnYes IRB Registration 483 OHRP’s ESS

RULIAVDY IRB Registration 989 OHRP’s ESS ddulsenou fsil

® Luyde “New IRB Registration Application” \unaesioanudidsidy dmiu
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3) na Link nassdaaudilisndu New IRB Registration Application 3gWUni190

Ui 3

Office for

OASH | Human Researcn

Protections

Institutional Review Board (IRB) Registration

£55 Home > IRB Registration > Newinitial RS

Filing a New Registration for an Institutional Review Board (IRB) by an Institution or Organization (IORG)

Alert: Before continuing on this page, please be aware that this area should ONLY be used if your institution or organization has never been assigned an IORG number by OHRP Quick Links

and never registered an IRB. « Find out

out OHRP

Submission of an Institutional Review Board (IRE) registration application to the Office for Human Research Protections (OHRP) must be done using this electronic submission system, unless your institution lacks the
ability to do so electronically.If your institution belleves it lacks the ability to submit ts IR registration application electronically, it must contact OHRP by email at IRBorFWA@hhs gov or by telephone at (866) 447-
4777 (see htps://www. s gov/ohrp/abou ntact-us/indexntmi) and explain why itis unable to submit s IRB registration electronically.

An IR registration s effective for 3 years. However, when there are information changes regarding the contact person that provided the IRB registration information or the IR8 chairperson, an update/renewal must
be submitted to OHRP within 90 days after the changes occur. After processmg the initial reg\stra(mn any update/renewal to the registration information on your institution’s or organization's IRB also must be done

electronically through the electronic submission system, unless your institution or organization lacks the ability to register an IRB electronically.
Using this web pa g y nstitutio rg ization can register an IRB if your institution or organization has never been assigned an IORG number by OHRP and never registered an IRB. We recommend that you
print out and have \b\ the instructions for registering a |RB() at https://www, hh bs-and nstructions/index. html.

What are you looking for?

Start a new IRB registration > Continue an new IRB | forgot my IRB registration > Return to ESS Home
application. registration application that application submission number
was started but not submitted. and/or password

(1 need a submission number.)

(I have a submission number.)

gﬂmwﬁl 3 nULINUDY New IRB Registration Application ¥94352UU OHRP’s ESS

N8I New IRB Registration Application 84 OHRP’s ESS fiadiuisznau fail

® Luy¥e “Start new IRB registration application” \Junasstoruddeady
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=

11 Submission Number

L] Luuﬁua “Continue an new IRB reglstratlon application that was started but
not submitted.” Lﬂuﬂaawammammmmm m‘mumwm Submission
Number W&? aqmLUsJuﬂmzﬂiimmiaiaﬁiiumi’sﬁlduﬂu (IRB) &slyiuanasa
wazAeIN1anzidoune

° L@J‘iﬁa “I forgot my IRB registration application submission number and/or
password” \Junaesdoninudilstousm éi’m%’wﬁﬁﬁ Submission Number a7
amzdounuznIIUNNTISEsIINNTIvEluAY (IRB) delaiuaaiasa wazdoanis
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4) e Link 7 na 3t oai1udideandy Start a new IRB registration application (I

need a submission number.) 3¥1U1g Tunoun1TaIneLley IRB laeiTuaNn Step 1 Create a

submission # YNsas1asiawnumL (submission number) dmsuamziteu IRB Aagun1wy 4

Ofﬂcerfor

OAS H Human Research

Protections

Institutional Review Board (IRB) Registration Backto IRE Home

New/Initial IRB Registration

An institution or organization that has not registered an Institutional Review Board (IRE) or been assigned an IORG number
must complete an initial IRB registration application. You will need to create a new Submission Number to start this process.

Create a New IRB Registration Submission Number

In arder to create a new Submission Number, you must first provide your email and create a new password. Once submitted,
the new Submission Number will be emziled to the email address provided. Please remember your password as you will need
both the new Submission Number and Password to start creating the new IRB Registration.

Important Reminders for this Process:

» Remember your new password. You will need it for the new IRB registration application.
» You will receive an email to the email address provided that contains the new Submission Number.

» After receiving the email with the new Submission Number, return to this application to use the Submission Number and
Password to start the new IRB Registration application

» Please make sure that you can receive messages from OHRPElectronicSubmissionSystem@mail.nih.gov

» A submission number will be sent to you immediately by e-mail

Email Address

Plense make sure you con receive emails from OHRPElectronicsubmissionSystem@mait nik.gov

Password

Confirm Password

# Paszwords match

Create a Submission # Complete IRE Info Review Summary & Submit Check Status of Submitted IRB

Quick Links
» Find out more about OHRP

our institution already has an
WAZ Find here

itution already has a

= Wiew all registered IRB(s)

U 4 vt Create a submission dmiuameileu IRB 989 OHRP’s ESS

[

9111 Create a submission @vsuamztUgu IRB a3 OHRP’s ESS fid@uusenau ¢ail

naestorIy E-Mail Address dwisuld E-Mail Address vasnsendayatively
52UUTRES submission number @ usuldameilou IRB

naeataA Password dnuudsansiarudmsuldamedeou 1RB Tnsranud
mmuadesUsyneulumesdnysiunivgeegnetes 1 fonus MonyIRUNAN
athetios 1 fdhus Miavniesnussiivawegeion 1 i sawiuldsinit 7 6
wagldiiu 15

NapIvaAIU Confirm Password dusuuduswariungaaly iWunisgnmouliie

e

nsendeyadinsaAsvianuvewmuesdmiuldameideu IRB
Uy Submit dwsunededoya

napwy “Quick Links” Wuwyivaglmsamnsadilugseazideaieiunsly
974 OHRP’s ESS lagnesanisn
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5 14 E-Mail, Password, Confirm Password LLazﬂmJ;:u Submit SEUUALE
submission number Y013 E-Mail Aisey wazduiinsianunaedly dwsuldameideou IRB

JEUUTLanItguduNTsds submission number slagun1ni 5

Office for

OAS H Human Research

Protections

Institutional Review Board (IRB) Registration Back to IRB Home
Create a Submission # Complete IRB Info Review Summary & Submit Check Status of Submitted IR8

Create a New/Initial IRB Registration

step 1: Quick Links

* Find out more about OHRP
o Not sure if your institution already has an
approved FWA? Find out here.
Thank you! We have received your + Not sure if your nstituton already has a
request for a new Submission Number! registered IRB? Find out here
* FAQs and Questions
Your new Submission Number will be sent to
neungsiripa@gmail.com immediately. The email will be sent
ubmissionSystem@mail.nih.gov.

* Contact OHRP
o Track receipt of your document
e View all registered IRB(s)
You will use the Submission Number you receive to return to this
site and start the process to complete your new electronic IRB
registration. Click here if you now have your submission number.

JUAMI 5 mihgudunisds submission number ¥83 OHRP’s ESS

6) lilonsa9@0u E-Mail agnwu E-Mail 910 OHRP’s ESS d@adnan Tnenielusiuaay
U37n4) Submission Number wag Link d115Uid1 OHRP’s ESS ﬁﬂgﬂmwﬁ 6

OHRP IRB Submission #369323 D Inbox = 2 @

OHRP Electronic Submission System <OHRPElectronicSubmissio..  $:07AM (25 minutesago)  ff @& & H

tome «

Thank you for using the OHRP Electronic Submission System.
This is an automated message from an unmonitored address. Please do not reply.

The submission number for this electronic IDRG-IRB record can be used for 30 days and is ONLY GOOD FOR THIS ONE
SUBMISSION; i.e., until OHRP processes the IORG-IRB registration associated with it.

After review and acceptance of the IORG-IRB registration, you must requast a new submission number and create a
password for subsequent electronic updatesirenewals.

Also, please do not attempt to update/renew this IORG-IRB again until receiving notification that OHRP has processed this
electronic submission.

The changes requested by your electronic submission are not transferred to OHRP’s database until the electronic document
is processed.

When the IDRG-IRB is processed by OHRP, you will receive an e-mail notification immediately.
Your Electronic Submission Number (for IRB registration only) is 369323.

Upon receipt, use your Submission ID and password to enter the Electronic Submission System at https://ohrp.cit nihgov/
efile/IrbEnter.aspx.

'E‘Umwﬁ 6 E-Mail @9 submission number 210 OHRP’s ESS
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7) @@an Link: https://ohrp.cit.nuh.gov/efile/IrbEnter.aspx Tu E-Mail Wagnson
submission number Alasun1e E-Mail wéauiuld Password figaanls waznAYY Submit A
gﬂmwﬁ 7

Office for

OAS H Human Research

Protections

Institutional Review Board (IRB) Registration Back to IRE Home

o—o

Create a Submission # Complete IRB Info Review Summary & Submit Check Status of Submitted IRE

Complete New IRB Registration Info

If you started a new IRB registration application and need to finish and submit:

Quick Links

® Find out more about OHRP

Enter Your Submission Number nstitution already has an

Enter the submission number you received in your email, along with the password you created.

if your institution already has a
registered IRB? Find out here.

Submission Number
and Questions
369323

s (Contact OHRP

Password ® Track receipt of your document

............ ® « View all registered IR8(s)

sUA M9 7 mild submission number @ nsuaanzideu IRB Y81 OHRP’s ESS

8) 1U1d Step 2 Complete IRB Info Sududaeate Location of the Institution or

Organization Registering the IRB(s) nsanvayauszinanian1iunsouningrdennniugua IRB

fag Lagnali Save & Continue AS3UANT 8

Office for
OAS H Human Research
Protections
Institutional Review Board (IRB) Registration Back to IRB Home
Create a Submission # Complete IRB Info Review Summary & Submit Check Status of Submitted IRB

Location of the Institution or Organization Registering the IRB(s)

Country

THAILAND v
State *

Selact State v
{US. Only}

Save & Continue

E‘Um‘wﬁ 8 Location of the Institution or Organization Registering the IRB(s)


https://ohrp.cit.nuh.gov/efile/IrbEnter.aspx

a4

9) lwihe Institution or Organization Operating the IRB(s) nsanvayaan1tiunie

a o

wmedemiugua IRB wagnaly Save & Continue fagun1ni

pLLEYS

Click each of the following
tabsto enter required
information or to modify
previously entered
information

SENIOR OFFICER/
HEAD OFFICIAL

INFO PROVIDER/
CONTACT PERSON

REGISTER IRB(S)

VIEW SUMMARY

# Complete IRB Info

Institution or Organization Operating the IRB(s)

Information fields marked with () must be completed, except as noted.

Name of Institution or Organization *

Test University

Mailing

Review Summary & Submit

Check Status of Submicted IRE

OMB No.0930-0275
Approved fr use through 06/30/25

Mailing Address of Institution or Organization *

999 Khaerai Subdistrict, Krathum Baen District, Samut Sakhon Province 74110

@ insTITUTION OR ORG.

Street Address

(1 ifferent from molling odGress)

Country * city
THAILAND v samut Sakhon
Select v

Brovince, and postal cod, I applicabe.)

g‘tJmWVi 9 Institution or Organization Operating the IRB(s)

10) Tuade Senior Officer or Head Official of Institution or Organization Operating

the IRB(s) lvinsendeyavedusmsiimiiugua IRB anuunalu Save & Continue fagun i 10

Submission #

369323

29 days

Click each of the following
tabs to enter required
information or to modify
previously entered
information

@ smimuTion o7 o%c.

@ senior

ER/
IAL

INFO PROVIDER/
CONTACT PERSON

REGISTER IRB(S)

D VIEW SUMMARY

o——o0

suomission # Complete IR8 Info

Senior Officer or Head Official of Institution or
Organization Operating the IRB(s)

Informotion fields marked with (*) must be completed, except os noted.

Senior Officer or Head Official Name and Title

OMB No. 0990-0275.
Approved for use through 06/30125

First Name * Middle Initial Last Name *

Teacher Process

Degrees or suffix
M.D. PA.D.
(eg. M2 Ph.D)
Title or Position
Manager
Name of Institution or Organization

Test University

Senior Officer or Head Official Mailing Information

Mailing Address of Institution or Organization*

inciude State or Province,

999 Khaerai Subdistrict, Krathum Baen District, Samut Sakhon Province 74110

Street Address
(i ifferent from moiling oddress)

Country * city *
THAILAND v Samut Szkhon
Select State v

Senior Officer or Head Official Contact Information

. if applicable.

International Phone Number *
(The phone number for on incernotional instution shouid be complete)

02-419-6223

International Fax Number *

02-849-6274

Email

neungsiripa@gmail.com

Save & Contimie MR

gﬂmwﬁ 10 Senior Officer or Head Official of Institution or Organization

Operating the IRB(s)
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11) Tu299 Contact Information for the Person Providing this Registration ngen
Joyan1sAnsieauanisamelleu IRB uaznaly Save & Continue AsgUANg 11

Create a Submission # Complete IRB Info v Summary & Submit Check Status of Submitted IRB
Submission # Contact Information for the Person Providing this Registration I CEETED
369323 Approved for use through 06/30/25
Information fields marked with (%] must be compieted, except os nated.
Info Provider/ Contact Person Name and Title
First Name * Middle Initial Last Name *
Teacher Process

Click each of the following
tabs to enter required
information or to modify
previously entered
information (... M.D., Ph.D.)

Degrees or Suffix

M.D., Ph.D.

Title or Position

@ INSTITUTION OR ORG.
Manager

@ SENIOR OFFICER/
HEAD OFFICIAL Name of Institution or Organization

Test University

Info Provider/ Contact Person Mailing Information

REGISTER IRB(S)

Mailing Address of Institution or Organization *

) VIEW SUMMARY Mailing Address for international institutions or organizations must include State or Province, and postal code, if applicabie.

999 Khaerai Subdistrict, Krathum Baen District, Samut Sakhon Province 74110

Street Address Line 1
(If different from moiling oddress)

Country * City *
THAILAND v Samut Sakhon
Select State v

Info Provider/ Contact Person Contact Information

International Phone Number *

(The phone number for an international institution should be complete)

+662 419 6223

International Fax Number®

+662 419 6274

Email *

neungsiripa@gmail.com

Save & Continue ave & Exil

Department of Health and Human Services (DHHS) | Offi

g‘dmwﬁ 11 Contact Information for the Person Providing this Registration
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12) Tute Register IRB for the Following Institution or Organization ﬂml:u Add
IRB Liteifindoya IRB azUTINguauy 3 uau 1éun

® Add IRB Tab @ wsuasna IRB lag 1 an1dunSeuvingrdeaiunsaillavany
IRB 313U MH 12 28U3INYANT1MaAIT18N15 IRB Aneldanntunseuminegnds mueansdy Add
IRB uazyu Continue

o—©0

reate 5 Submission ¥ Complete IRB Info Review Summary & Submit Check Status of Submitced IRE

# Register IRB for the Following Institution or Organization OMB No. 03900279
Approved for se through 06/30125

Submission
369323

Test University

o The next feu

through them ag:

llect information for each IR you are registering. Afeer you complete them for one IRB, you will be given the opportunity 1o go
odditianal IRBs).

IRBS REGISTERED: 0

Click each of the following .
st s Add RS
information or to modify

previously entered
information

g‘LJm‘WVi 12 Register IRB for the Following Institution or Organization

Y
a o

® IRB Info Tab dwiuldvoyaras IRB (WU W8 @n1uins weslnsdnvidnse uaz
e Meades WWusu anuulinady Save & Continue AagunInd 13

Add IRB IIlB Info Chairperson Info

IRB Location and Type: Test University IRB £2

TUSE be Compieted, except a3 nared.

You Must Select an RS Type
IRB Type *
Select IRB Type v

Click the Arrow to change IRB Type

Suffix

You moy odd o descriptive suffix to the above IR5 (e.g. Behoviorol, Biomedica)

Mailing Information

Mailing Address of Institution or Organization *

Moiling Adress for internationol institutions or org s must include State or Province, and postel code, if applicable.

999 Khaerai Subdistrict, Krathum Baen District, Samut Sakhon Province 74110

Street Address

(If different from moiling oddress)

Country * City *
THAILAND v samut Sakhon
Select v

Contact Information

International Phone Number *

(The phone number for an internotional institution should be complete)
International Fax Number *

Email *

Sk Condnue R

E‘Umwﬁ 13 IRB Info Tab w84 Register IRB for the Following Institution or Organization
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dAdnm ALY

[

a7

® Chairperson Info Tab dwsuldtayausesiu IRB NAMuaua WU e funi

'
=

sUn A 14

&

Add IRB IRB Info Chairperson Info

IRB Chairperson: Test University IRB #2

Information fields marked with (%) must be compieted, except os noted.

Chairperson Name and Title

First Name * Middle Initial Last Name *

Degrees or Suffix

feg. M.D., Ph.D)

Title or Position

Name of Institution or Organization

Chairperson Mailing Information

Mailing Address

Moiling oddress for internationol institutions or orgonizations must inciude State or Providence, and postol code, if applicable

Street Address

{If different from moiling oddress)

Country City
Select v
Select ~

Chairperson Contact Information

(The phone number for an internotional institution should be compiete)

Email *

Save & Continue Save & Exit

gﬂmwﬁl 14 Chairperson Info Tab 89 Register IRB for

the Following Institution or Organization

a = = A A 1% @ v S 9 v ! . Y}
g1ugy ANSANY wagdus Mfetes Wudu annuulvinadu Save & Continue §19
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dledl IRB Usgdantuveumine1ds wazdiuszsiuiidugua IRB uda szuvay
Wansydn 2 uav Idud

® IRB FTE and/or Protocols Tab dwiuldteyaiieaiunmsfiansanlasiniside
94 IRB 1y S mihiufiRaudunaivin f9muiulasinsidededwinlng Tlassnidei
e uvuatiuayuain NIH / FDA wilussied Wusy ilelddeyansudiu Tnatu Save & Continue
Fagunmil 15

Add IRB IRE Info Chairperson Info IRB FTE and/or Protocols IRE Roster

IRB Information: Test University IRB #2 - Test IRB

Form fields marked with (%) ore reguired.

IRB FTE and/or Protocols Information [OHRP]
Approximate number of full time equivalent positions devoted to the IRB's administrative activities *

1
Approximate number of all active protocols (for purposes of completing this registration, an active protocol is any

protocol for which the IRB conducted an initial review or continuing review at a convened meeting or under an
expedited review procedure during the preceding 12 months) *

&0
Approximate number of active protocols conducted or supported by HHS (e.g., the National Institutes of Health, Centers
for Disease Control and Prevention, etc.) *

0

IRB FTE and/or Protocols Information [FDA]

Approximate number of active protocols involving FDA-regulated preducts *

o

Types of FDA regulated products involved in FDA protocols include (check all that apply) *

O Human drugs

O Medical devices

O Biological products
O Food additives

O Color additives

Other

e

E‘Um‘wﬁ 15 IRB FTE and/or Protocols Tab ¥83 Register IRB for

the Following Institution or Organization
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® IRB Roster Tab @wsulddoyaiA saiunssunis IRB lneszuvazuans
mteyafifiteusysu IRB WedndlufufuseasBealvinsudiu andunau Save & Add
New Member \iitufinfoyauszstu IRB uasifiudoyanssunis IRB Tnsasfiuldadaay 1 v
ilelddeyanssuns IRB wéa nevy Save & Add New Member Lilatufinuazifisdoyanssunns
yiusteld vhaundrazfanssunisviiugavinglinaly Save & Continue AzUARITIBTONTIINNTVDS
IRB Tinsaaou mngnesasuiuuda Tinatu Save & Continue fagunwdt 16 - 19

Submission #

369323

Click each of the following
tabs to enter required
information or to madify
previously entered
information

° INSTITUTION OR ORG.

SENIOR OFFICER/
HEAD OFFICIAL

@ INFO PROVIDERS
CONTACT PERSON

) VIEW SUMMARY

OME No. 0930-0275
Approved for use through 06/30/25

Register IRB for the Following Institution or Organization:

Test University

Add IRB IRB Info Chairperson Info IRB FTE and/or Protocols

IR Roster listing for: Test University IRB #2 - Test IR

NOTE:

» Completion of the IRB roster is required if your IRB is designated on an assurance submitted to OHRP [i.e., a Federaiwide
Assurance(FWAJ). Otherwise, it is optional

Roster count: 1

T T——

Scientist (5)

M/E) Degreets) O OT

Primary Scientific
ar Nanscientific

Affiliation with
Institution(s)

Member _ Sex  Eamed
Chairperson

scientist(N)  Specialty YN

Submi

369323

Click each of the following
tabs te enter required
information or to modify
previously entered
information

@ INSTITUTION OR ORG.

SENIOR QFFICER/
HEAD OFFICIAL

@ INFO PROVIDER/
CONTACT PERSON

) VIEW SUMMARY

Test University

OMBE No. 0% :]
Approved for use through 06/30/25

Register IRB for the Following Institution or Organization:

Add IRE IRB Info Chairperson Info IRB FTE and/or Protocols

IRB Chairperson: Test University IRE #2 - Test IRB

Information fields marked with (%) must be completed, except as noted.

IRB Roster Information

Member Name
Process, Teacher

Earned Degree *
Ph.D.

feg. M0, FR.OJ

Sex ¥

Female )

Scientist *
Mo ~ o
Primary Scientific or Non-scientific Specialty *
Business
{e.5., Pedigtrics, Business, Legal, etc.)
Affiliation w/Institution(s) *

Ves « @

Member Type
Chairperson

Comments:

fe.2.. prisoner, representative. advacate. name of alternated memberizl)

NOTE:

= Any individual who has had substantive training or experience in a scientific discipline {i.e., behavioral or biomedical) orina
scientific method should be considered a scientist. In addition, the IRE must have members with sufficdent knowledge of the
specific scientific discipline(s) relevant to the research that it reviews

U

'gﬂmwﬁ 17 IRB Roster Tab w®4 Register IRB for the Following Institution or Organization



Add IRB IRB Info Chairperson Info IRB FTE and/or Protocols IRB Rost:
IRB Chairperson: Test University IRE &2 - Test IRB
Click each of the following Informotion fielts morked with () must B2 completes, except oz noted.
abs to enter required
information or to modify IRB Roster Information
previously entered .
; ; First Name *
information
@ INSTITUTION OR ORG. .
Last Name *
SENIOR OFFICERS
HEAD OFFICIAL
Earned Degree *
@ INFO PROVIDERY
CONTACT PERSON
fe.g. M.0.. PR.OJ
REGISTER IRB(S) s b
~ Sex*
) VIEW SUMMARY
Choose ~
Scientist *

Yes ~ o

Primary Scientific or Non-scientific Specialty *

ess, Legal, etc)
Affiliation w/lnstitution(s) *

Yes v @

Member Type *
Primary Member ~ o

Comments:

ive, odvocate, name of aiternated membaris))

NOTE:

s Any individual who has had substantive training or experience in a sciemtific discipline (i.e., behavioral or biomedical) or in a
scientific method should be considered a scientist. In addition, the IRE must have members with sufficient knowledge of the
specific scientific discipline(s) relevant to the research that it reviews.

Sor e e =S

gﬂmwﬁ 18 IRB Roster Tab 984 Register IRB for the Following Institution or Organization

Add IRB IRB Info Chairperson Info IRB FTE and/or Protocols

IRB Roster listing for: Test University IRB #2 - Test IRB

Click each of the following
tabs to enter required
information or to modify
previously entered
infarmation

MNOTE:
» Completion of the IRB roster is required if your IRE is designated on an assurance submitted to OHRP [.e., & Federalwide
Assurance(PWA)]. Otherwise, it is optional.
@ INSTITUTION OR ORE.

Roster count: 8
Add New Member Test Membership Roster

Scientist (5}
or Non-
scientist (N}

@ SENIOR OFFICER/
HEAD OFFICIAL

@ INFO PROVIDER/
CONTACT PERSON

) VIEW SUMMARY

Comments (e.g.. co-
chair, prisoner rep.,

Primary Scientific  Affiliation with
or Nonscientific Institutionis)
Specialty ¥/N

Member Sex

Chairperson Eamed
F M

Degree(s) advocate, alternate

member)

Business ¥ Chairperson

Voting Member count: 7

-
. TR e e e e

Member  Voting Sex Earned or Non- S o chair, prisoner rep.,

N . . N N or Nonscientific Institution(s) Delete
£\t Member |7 (M/F) |1 Degree{s) |7 scientist - . . advocote. ofternate

Specialty |7 YN |7
member)

1 M Ph.D. ¥ s Al IRE Board x

2 AEC. B M Ph.D. M Businzzs ¥ IRE Board 14

4 AEBC, C F Ph.D. N Business ¥ IRE Board x

gﬂm‘wﬁ 19 IRB Roster Tab ¥84 Register IRB for the Following Institution or Organization

50
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13) fleldveya IRB ATUSIULET SEUvIzhant1aIunInsIun1saaneideu IRB
WialinsiaaeuAugnAes lu Step 3 Summary IRB Registration Information Mntayagnaas
AsutuLds linadu Submit & Print iedwazdnnudeyaidulnd PDF dagunmil 20 - 21

Review Summary & Submit

Summary IRB Registration Information for:

369323 Test University

29 days HaTe . g - 1
Please review and verify the accuracy of the information beiow. If you wish T make changes, cick on any link and go to that screen to
make changes. Click “Save & Continue” on each page where changes are made. If the IRE registration is complege and accurate, scroll o
the bottom of last page and click the button “Submit IRB Registration”. You will then be prompted to make revisions if there are errors,
of the IRB registration for your file. If there are no errors, & confirmation banner will dispiay that the
piication has been successfuily suomitzed o OHRP for review and processing

Click each of

previously entered
information

° INSTITUTION OR ORG. INSTITUTION OR ORGANIZATION INFO EDIT

@ SENIOR OFFICER/
HEAD OFFICIAL Organization Operating IRB
Test Univers: Ty
@ INFO PROVIDER/
CONTACT PERSON Mailing Address:
999 Knaeral Subdistrict, Krathum Bagn District, Samiut Sakhon Province 74110
@ REGISTER IRB(S)
City/State/Zip

v VIEW SUMMARY Samut Saknon, Thailand

Street Address

SENIOR OFFICER / HEAD OFFICIAL EDIT

Sr./Head Official Street Address
Teacher Process

Phane
Organization Title +6624196223
Manage i
Organization 6624196274
Test University F:
Email
Mailing Address neungsiripa@gmail.com

999 Knaerai Subdistrict, Krathum Baen
Sakhon Province 74110

City/State/Zip
Samut Sakhan, Thailand

INFORMATION PROVIDER / CONTACT PERSON EDIT

Information Provider Street Address

Teacher Process

Organization Title
Manager
Fax
Organization 662 419 6274
Test University )
= Email
Mailing Address neungsirips@gmail.com

City/StatesZip

S

Sakhon, Thailand

REGISTERED IRB(S): 1 ADD NEW RS

FTE and/or Protacols Membership Roster Delete

B Type IRE Name Chairperson

x

Finalize Submission for: Test University

Piease be sure that the applica complete and accurate. Once you submit this IRB registration, you could be prompted to correct
Py siectronic submission for your file A
0 OHRP for review and processing

confirmation banner will be displayed when you successfully submic the applica

Comments (optional):

Bment once you Tubmit this repistration,

NOTE:

ve application for review as

» I you click “save and exit’, you must return to submit nd processing,

= If you do not retum to complete your submission
new submission number and begin ancther ap,

nin 30 days, it will be withdrawn from the system, and you will have to request a
on

Public burden for this collection of information Is estimated to average one hour for an initial IRB registration or a complete update of
an existing IRS registration and 30 minutes for a limited update of an IRB registr agency may not conduct or spansor, and &

comments regarding this burden estimate or any other
burden to: O Reports Clearance Officer, Room 503, 200 I
‘compieted application to this address.

e R

<t of this collection of informetion, including suggestions for reducing this
pendence Avenue, SW., Washingtan, DC 20201. Do not return the

E‘Um‘wﬁ 20 Wt Summary IRB Registration Information ¥81 OHRP’s ESS
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Office for

| OAS H Human Research

Protections

Institutional Review Board (IRB) Registration Back ta IRE Home
Creatz a Submizsion & Completa IRB Info Review Summary & Submit Check Status of Submitzed IRE

IRB Organization Registration Application was Submitted Successfully.

Notes:

This submission number will
close out when the

application is accepted by s The submitted application is in queue with an OHRP coordinator for review and processing.
OHRP.

+ Please dlick the "Print IRE Registration” buttan belaw 1o generate @ PDF report of your RS Registration.

+ The submitter of the application will be contacted by an OHRP reviewer if there are questions, or if edits are required.

s The contact persons listed on the IRE registration application form will receive email notification when the IRB
registration is sccapred

Your submission number is 369323.
Please record this number as it may be needed for future reference.

PRINT IRB REGISTRATION

Thank you for using the OHRP Electronic Submission System

Remember, the submission number used for this electronic IRB registration is ONLY GOOD FOR THIS ONE SUBMISSION; ie., until
OHRP process the IRE registration associated with it. After the processing of the IRE registration, you must request a new
submission number far subsegquent electronic renewals.

Also, please do not attempt to update/renew this IRE registration until receiving notification that OHRP has processed this
electronic submission. When the |ORG/IRB registration is reviewed and accepted by OHRP, you will receive an e-mail notification
immedistely that provides your institution's organization number (IORG) and the IRB number(s) assigned.

You can monitor the progress of your submission on the OHRP website at https://ohrp.cit.nin.gav/search/search.aspx. You will
find that the submitted electronic record is slready listed. The IRS registration should be assigned for review within 24-48 hours,
and the website will then identify the staff member reviewing the document and will keep you informed of its status ('In
Frogress,” or date of completion). The website reflects all documents received in the past 60 days.

gﬂmwﬁl 21 ¥11 Summary IRB Registration Information w84 OHRP’s ESS

14) Wwihngnsendeyadavintuiinteninuauelisiuienisqudduaiuatesssy
ns3eidudasuiudadissetednisuade3deiondalinsuinalasuduadnluliAvidain

OHRP’s ESS wagvaauaunseing Link Budutoyagnaeaiiunisdiuadnludfnmnand

15) \ilesesainmsudrieddelasutiuiindeninuuaznsivaeusiua agnudiuansyuuds
Toyaul wisliinsiaaeunasduduninugndesvesdoya winiuveulving Link damiouriu
Audwariedudunugniesvestaya winnliiiureuaiunsawdanduandulenuienisaud

duauasesssumyideiieneumngliidmihngnsentdeyauuniluwazdatssuuludanase

16) ileseein1suadgddena Link Budunlinugniedresdeyauia nuIeuy OHRP

sgldafiansandugduian 7-10 Jwinns win OHRP lsinnseeusuazes IORG & IRB Number

' (% [
a

wiauuuudnurlidionans IORG NdTuduann1siuseunligineideaianuanidiua laun

W fiAugduaiuasesTIunsive §e1ulensauddnaiuasesssunide Usesuanenssunis

Y

e

58555uNTIveluAY 59995n15URENEATe Tae OHRP 2gliin1s3uUsas IORG 1Wuan 3 ¥

2.3.2  Iavindyy FWA walild FWA Number Tudunautiazandunisia aaidu
NTOUNINEER 093 IRB & IORG Number watvintiu Tunaun1svindeygy FWA Taall

1) WUa Web Browser 1 Chrome, IE, Microsoft Edge, Firefox Wuduy
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2) W URL: https://ohrp.cit.nih.gov/efile Laznm Enter %ﬂi'mg]mﬁmiﬂmaq
OHRP’s ESS fagunwdt 2 lude 2.2

3) na Link Aindesdenud@tiiiuessine FWAs agwuniiiusnues FWA fegunmi 22

Office for

OAS H Human Research

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

ESS Home > FWA Registration

Federalwide Assurance (FWA)

This system allows an institution to submit an application for a new Federalwide Assurance (FWA), or update or renew an existing Quick Links
FWA. Applications must be submitted electronically unless an institution lacks the ability to do so electronically.

* Find out more about OHRP
See our online FAQs for information about FWA requirements at https://www.hhs.gov/ohrp/regulations-and-policy/guidance/fag/assu

= Not sure if your institution already has an
rance-process/index.html .

approved FWA? Find out here
We recommend using the instructions for filing an FWA at https:/fwww.hhs.gov/ohrp/register-irbs-and-obtain-fwas/forms/fwa-instruct * Notsure if your institution already has a
ions/index.html registered IRB? Find out here.
* FAQs and Questions
. * Contact OHRP
What are you looking for?
= Track receipt of your document
New FWA Application FWA Update/Renewal * View all registered IRB(s)
Application

Search

To determine if your institution has an
approved FWA, or if your institution or
organization has a registered IRB, please go to
our Search page.

Return to ESS Home

Search for FWAs or IRBs here

gﬂmwﬁ 22 NUNWSNY9 FWA U89 OHRP’s ESS
PUILINUBY FWA 994 OHRP’s ESS fid1uusenay nail

® Luyde “New FWA Application” unaestoaudintudy dmsuvidgyan
FWA ASaiksn
® Luyde “FWA Update/Renewal Application” tunaesdeninuduniu dmsu

anduviSounINe1de Nl FWA Number k&3 wagdaen1suiuussteyaluduya
FWA %30 sipangdayay

® LT “Return to ESS Home” \undestornudimdmsundugniinuinves
OHRP’s ESS

® napuuy “Quick Links” uwuitiglinaunsadilugeazidenneiunisly
47U OHRP’s ESS 16iaene33m57

® napuuy “Search” Wuwydmiudumdoya
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4) ne Link Ainaeetonudunduidy New FWA Application 9gUsingaentinasly

gﬂmwﬁ 23

‘ Offi

ice for

OASH Human Research

Protections

‘ Federalwide Assurance (FWA) for the Protection of Human Subjects

ESS Home > FWA > New/Initial FWA

New/Initial FWA

Alert: This area should only be used for a submission of a new FWA. Institutions that have filed an FWA with OHRP in the past
should use a submission for a FWA "update/renewal".

Submission of a Federalwide Assurance (FWA) application to the Office for Human Research Protections (OHRP) must be done using this electronic submission
system, unless your institution lacks the ability to do so electronically. If your institution believes it lacks the ability to submit its FWA application electronically,
it must contact OHRP by email at IRBorAWA@hhs.gov or by telephone at (866) 447-4777 (see https://www.hhs.gow/ohrp/about-ohrp/contact-usfindex.html) and
explain why it is unable to submit its FWA electronically.

An approved FWA is effective for 5 years; However, an institution must update its PWA within 90 days after changes occur regarding the legal name of the
institution, the Human Protections Administrator, or the Signatory Official. Any updates to the information in your institution's FWA must also be done
electronically through the OHRP Electronic Submission System.

In submitting a new FWA application your first step should be to read and understand the Terms of Assurance at http://www.hhs gov/ohrpfassurances/assuran
cesffilasurt html#sectiona. We recommend that you also print out and have available the instructions for filing your FWA application. These instructions can be
accessed at: https//www.hhs.gov/ohrp/assurances/forms/index.html.

What are you looking for?
Start a new FWA application. ) Continue a new FWA application )
that was started but not

(I need a submission number.) submitted.

(1 have a submission number.)

1 forgot my FWA application Return to ESS Home
submission number and/or

password

Quick Links

* Find out more about OHRP

our institution already has an
d FWA? Find out here.

& Notsure if your institution zlready has 2
= ed IRB? Find out here.

® FAQs and Questions
* Contact OHRP
& Track receipt of your document

« View all registered IRB(s)

Search

To determine if your institution has an
approved FWA, or if your Institution or
organization has a registered IRB, please go to
our Search page

Bearch for FWas or IREs here

gﬂmwﬁ 23 W uINYes New FWA Application 98353UU OHRP’s ESS

nINUas New FWA Application 483 OHRP’s ESS fduisznau

[

&
NU

® Luyde “Start new FWA application” \undesioaudindudy dwiususu

[

ey FWA Tuasausn @edslifl Submission Number

L] LME%IE) “Continue an new FWA application that was started but not

submitted.” 1undestoauduitu dwsugfd Submission Number uda 8¢
senIneihdan FWA elaiudiase wazdesnisaiunisee

° Lmﬁja “I forgot my FWA application submission number and/or password”
\Junaeadeninudinensds dwiugfd Submission Number Wy og521inei
(% % [ < 4 o a 1 1 . .
doyey1 FWA dalaluaniasa wazdaanisauiunissie widy Submission Number
%50 Password

® wyde “Return to ESS Home” \Jundesfenudmndmsundugninusnves
OHRP’s ESS

® nasuuy “Quick Links” Wuuyiitelisanunsadilugseasidemneaiunisld
31U OHRP’s ESS l¢iagasimis7

® nasuuy “Search” WumydmsuAundoya
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5) AA Link 1 na 939 0A10& LT uLT Start a new FWA application (I need a
submission number.) 34418 T UnoUNITNF Y1 FWA a3 uan Step 1 Create a

submission # ¥11N1985195R@LNUAU (submission number) @1%3UYINEYey1 FWA 69

gﬂmwﬁ 24

OASH |}

Federalwide Assurance (FWA) for the Protection of Human Subjects

never fled an FWA with OHRP in the past. You will need to creats

n Number and Password to start the new FWA application.

Step 1:

Email Address

gﬂmwﬁ 24 i1 Create a submission @suiindayey1 FWA 983 OHRP’s ESS

[

%1 Create a submission @usuvindeygyn FWA 983 OHRP’s ESS fduusznau Al

® naeworIu E-Mail Address dwisuld E-Mail Address vasnsandayatiteli
S2UUdnAds submission number dwsuldamngileu IRB

o ndasdenu Password dnsusansiarudmsuldameidou IRB Tnasviarnui
fmundesUsyneulumesdnysiunivaeanstes 1 fonus fonysRUMEN
athetion 1 Msnes Mlaunsesnussfiawednetes 1 6 sauuldsiinga 7 &
wagldiiu 15 /o

® nNaRIvaA U Confirm Password dusuiiuduswariundealy iWunisgndeul i

Y

nsendeyadnisasrsiasuvenuesdmsuldameideu IRB
® Uy Submit & nunaditaya

® nasauy “Quick Links” 1Wumyiiagliasanunsadilugseazdeaieatiunisly
374 OHRP’s ESS ldagnesanisn
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6) 1d E-Mail, Password, Confirm Password kagnm ‘qu' 1 Submit STUUIL A
submission number 19iR13 E-Mail Nisey wazuiinsiar a1 bl @ wmsuvidyan FWA seuu

zuanaingudunisds submission number iagunInit 25

Office for

OAS H Human Research
|

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

Create a New/Initial FWA Registration
Step 1: Quick Links

® Find out more about OHRP

Not sure if

Jr institution already has an

ind out here.

ap)

Not sure ur institution already has a

Thank you! We have received your
request for a new Submission Number!

registered IRB? Find out here.

FAQs and Questions

Your new Submission Number will be sent to Contact OHRP
immediately. The email will be sent e Tra

from OHRPElectronicSubmissionSystem@mail.nih.gov.

k receipt of your document

View all registered IRB(s)

You will use the number you receive to return to this site and
complete your electronic FWA submission. Click here if you now
have your submission number

JUAMT 25 thdudunisas submission number Y83 OHRP’s ESS

7) 9999@0U E-Mail adl E-Mail 910 OHRP’s ESS datnun tnuneludiuadzusing
Submission Number uag Link d1113uith OHRP’s ESS fagunmnil 26

OHRP FWA Submission #369192 Inbox =

OHRP Electronic Submission System <OHRP.. 10:30AM (4 minutesaga)  fy @ & i

tome -

Thank you for using the OHRP Electronic Submission System.
This is an automated message from an unmenitored address. Please do not reply.

The submission number used for this electronic FVWA record is ONLY GOOD FOR THIS ONE
SUBMISSION; i.e., until OHRP approves the FWA associated with it.

After approval of the FWA, you must request a new submission number for subsequent electronic
updatesfrenewals.

Also, please do not attempt to update/renew this FWA again until receiving notification that OHRP has
approved this electronic submission. The changes requested by your electronic submission are not
transferrad to OHRP's database until the electronic document is approved.

When the FWA is approved by OHRP, you will receive an e-mail notification immediately.

Your Electronic Submission Number (for FWA submission only) is 369192

Upon receipt, use your Submission 1D and password to enter the Electronic Submission System at
https:/fohrp.cit.nih. goviefile/FwaEnter.aspx.

' € Reply l l  Forward I I©I

gﬂmwﬁl 26 E-Mail @3 submission number 10 OHRP’s ESS
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8) mdn Link: https://ohrp.cit.nih.gov/efile/FwaEnter.aspx W E-Mail 31ntunson

submission number AlasUN19 E-Mail Tneld Password Aigaatd NNUUNAYN Submit
fagunmi 27

Office for

oAS H Human Research

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

o— 0

reate 3 Submission # Complete FWA Info Review Summary & Submit Check Status of Submitied FiA

Complete New FWA Info
If you started a new FWA application and need to finish and submit: Quick Links
* Find out more about GHRP

Enter Your Submission Number our instiution already hasan

ind out here.

Enter the submission number you received in your email, along with the password you created

Submission Number

gﬂmwﬁ 27 willd submission number d@uiuvindyayn FWA 983 OHRP’s ESS

9) 91d Step 2 Complete FWA Info lutiada Location of the Institution Filing
Assurance nsandeyaUsemeArianIduvtenmInedesiiey uaznaly Save & Continue A
sUAM9 28

Office for

OASH |Fiman fesearen

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

o—©

reate a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

Location of the Institution Filing Assurance
Country *
THAILAND

click each of the following Select State
tabs to enter requirad
information or to modify

previously entered save & Continue

information

gﬂmwﬁ 28 %t Location of the Institution Filing Assurance

10) lwviade Institution Filing Assurance nsaNUayaanItunIaNMINGENADINTT

[

a1 FWA uaznady Save & Continue AIgUAMNT 29

oO—©0

Complete FWA Info Review Summary & Subrmit Check Status of Sul

5 No.0990-0278

Institution Filing Assurance € through 10/31/2026

marked with (%) must

Legal Name

Test University

29 days

ADDRESS FOR INSTITUTION

Click each of the following
tabs to enter required

information or to modify Country &
previously entered h
. THAILAND v
information
City *
Samut Sakhon Select State| v

SavelContinue Jf Save S Bt |

gﬂmwﬁ 29 %1 Institution Filing Assurance


https://ohrp.cit.nih.gov/efile/FwaEnter.aspx
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11) Tustade Institutional Components nsandeyadiniunsediusuiieglunis
ﬁﬁuaLLaﬁuaqamﬂ’w%‘awﬁwmé’aﬁﬁ@ﬂmivi’wé“igigw FWA Tnenata Add Component Tdde
drlinnuvedunuiieglunmsiiiuguataznaty Save & Add Component Wisftag 1 dtinay
v3edrunuuisdtinnuniediuaugayineg eldteyansunds inaUu Save & Continue &4

gﬂmwﬁ 30 - 31

o—©

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitt

S OME No. 09900278
Institutional Components Approved for use through 10/31/2026

List below afl components over which the Institution hos legal outhority That operote under g different name. Also fistwith an asterisk (*) ony alternote
~nomes under which the institution operates.

29 days INOTE: The Signatory Official signing this Assurance must be legally authorized to represent the Institution providing
this Assurance and all compenents listed below,

Click each of the following
tabs to enter required

information or to modify Test University (New)
previously entered COMPONENT COUNT: ¢
information

@ insTiTuTioN

v COMPONENTS

< v -
UMY 30 U Institutional Components
o—©

OMB No. 0830-0278
Institutional Components Approved for use through 10/31/2025

Add Component

Informotion fields marked with (%) must be completed, except os noted.

29 days Name of Companent or Alternate Name Used *

Faculty of Graduate Studies

Click each of the following
tabs to enter required
information or to modify
previously entered

ADDRESS FOR INSTITUTION

information Country *
THAILAND v
@ insmiTuTion City *

E v
v COMPONENTS Samut Sakhon Select State
PRINCIPLES
Save & Add New Component Saved Continue [ Cancel |

@ arpLicaBILITY

'g‘dmwﬁ 31 1 Institutional Components

12) lwide Statement of Principles Gandayauuimniin1suiua ngseileu dededu
WIeNRsgINENatanturseuInedefidesnsindayay FWA Tinseeusu uwagnadu Save &
Continue fagUnIW# 32

o—0

Create 2 Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

o OMB Ne. 092002758
st Statement of Principles Approved for use through 10/31/2026

369192

Test University (New)

This Institution assures that ol of its activities related to human subjects research, regardless of the source of support, will be guided by the following
statement of principles governing the institution in the discharge of its responsibilities for protecting the rights ond welfare of human subjects of research
conducted ot or sponsored by the instirution. (indicate below)

The Belmont Report
O S The Declaration of Helsinki

tabs to enter required Gther
information or to modify (Enter the document nome in the box below)

29 days

previously entered

information
(If ‘Other’ is selected alone, you must submit a copy of the document to OHRP with this Assurance. Attach a copy of the

document here [box for attachment] (Attachment may be in PDF (.pdf) or Micresoft Word (.doc) or Microsoft Word(.docx)
@ mnsmiTuTion Jormat, maximum size 3 MB.)
Attach File Here

@ cowmpPoNEnTs
Choose File | No file chosen Attach File
@ PRINCIPLES
@ ArpLicABILITY
Saves Continue i Saves B |

ASSURANCE OF
COMPLIANCE

gﬂmwﬁ 32 %11 Statement of Principles
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] [y 1

13) Tui9e Applicability uanstonnaslun1svindyyi1siuiu senineaardumnie
UNIVEEU OHRP il

(a) This Assurance applies whenever this Institution becomes engaged in
human subjects research conducted or supported by any U.S. federal department
or agency that has adopted the U.S. Federal Policy for the Protection of Human
Subjects (also known as the Common Rule), unless the research is otherwise exempt
from the requirements of the Common Rule or the department or agency
conducting or supporting the research determines that the research shall be

conducted under a separate assurance.

wniugaumudennatlinatu Save & Continue Aegunnd 33

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

OME No. 0990-0278
Submission # LAplecablIlty Approved for use through 10/31/2026

369192 Test University (New)

Click each of the following S m

£2bs to enter reguired

gﬂmwﬁ 33 %11 Applicability

14) Tusiide Assurance of Compliance tanngvueianitunisuminenaslinis
goNTU WiaszukailvinaUy Save & Continue AagunIni 34

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

. OMB No. 0990-0278
Sub Assurance of Compliance Appraved for use through 10/31/2026

369192

Test University (New)

(o) This Institution Gssures that whenever it engoges in reseorch to which this Assuronce applies, it will comply with the Terms of the Federalwide
Assurance (contoined in a seporate document on the Office for Human Research Protections (OHRP) website).

() Non-U.S. institutions enly: This institution ossures that whenever it engages in research to which this Assuronce applies it will comply with the
fallowing procedural standards {check one or more of the foliowing)

The Common Rule

29 days

Click each of the following

h The U.5. Food and Drug Administration regulations at 21 CFR parts 50 and 56
tabs to enter required

infarmation ar to madify The current International Conference on Harmonization E-6 Guidelines for Good Clinical Practice (ICH-GCP-EG)
previously entered The current Council for International Organizations of Medical Sciences (CIOMS) International Ethical Guidelines for
information Biomedical Research Involving Human Subjects
The current Canadian Tri-Council Policy Statement: Ethical Conduct for Research Invelving Humans
o INSTITUTION The current Indian Council of Medical Research Ethical Guidelines for Biomedical Research on Human Subjects
Other standard(s) for the protection of human subjects recognized by U.5. federal departments and agencies which have
° COMPONENTS adopted the Common Rule (please submit copy to OHRP with this Assurance) (please enter the document nome in the box
below)
@ PRINCIPLES
° APPLICABILITY (if 'Other" is selected alone, you must submit a copy of the document to OHRP with this Assurance. Attach a copy of the
di here [box for attach ] (Attach, may be in PDF (.pdf) or Microsoft Word (.doc) or Microsoft Word(.docx)
@ ASSURANCE OF format, maximum size 3 MB.)
COMPLIANCE
IRB Attach File Here

50

- Save & Continue m
_) SUMMARY

gﬂmwﬁ 34 %1 Assurance of Compliance
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15) Tusiate Designation of Institutional Review Boards (IRBs) s¥y IRB ﬁaﬁiuﬁﬂﬁu
aua Tnenala Add IRB Link i etiisl IRB Number 1Judtan 8 wdn wazidendn IRB fananail
amuﬁ@?ﬂaguiﬂ'1sﬂu‘m%aﬂ'1auaﬂﬁuaqamﬁ’uﬁ%amﬁmwé’aﬁﬁwé’@fm FWA waalvinadu Add IRB
Link 9U57n318M5 IRB Megflurinifugualddonin “IRB LINK COUNT” lelddeyansundalsing
U Continue fagunwdt 35 - 36

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

OME Me. 0990-0278

Sub |Designation of Institutional Review Boards (IRBs) Approved for use through 10/31/2026
369192

Click each of the following NOTE: Institutions designating internal IRBs do not need to designate any of the external IRBs that the institution
tabs to enter required relies upon.

information or to medify

previously entered

information Test University (New)
IRB(s) Linked to This FWA
@ wsTiTuTioN IRB LINK COUNT: 0

@ comPONENTS

e

@ °FrINCIPLES

gﬂmwﬁ 35 11 Designation of Institutional Review Boards (IRBs)

Create 3 Submission % Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

OME No. 0990-0278
|Designation of Institutional Review Boards (IRBs) Approved for use through 10/31/2026

Add IRB Link

Information fields marked with (%) must be completed, except as noted.

Enter Last 8-digits of IRB # *

Click each of the following (example: D0000001)
tabs to enter required
information or to modify
previously entered
information Internal IRB (This institution's IRB) v

@ msmiruTion add kg Link [ Cancel |

& coMPONENTS

Select IRB type *

g‘dm‘wﬁ 36 %11 Designation of Institutional Review Boards (IRBs)
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16) luwad's Human Protections (H.P.) Administrator n38ndasas U157 La $u

UBUMNEINEUIMTAanvesanTunTouning de loun see8n1suinedde vve s0983n15UA
e 3deuaydvin1s antdunaa Save & Continue AagUNNi 37

sul n#
369192

Click each of the following
tabs to enter required
information or to modify
previously entered
infarmation

@ insTITUTION

@ COMPONENTS

@ PRINCIPLES

@ APPLICABILITY

@ ASSURANCE OF
COMPLIANCE

50

_} SUMMARY

oO—o0

Create a Submissian Complete FWA Infa Review

Human Protections (H.P.) Administrator

Test University (New)

fiets mar h (%) must be completed, except

pated

Human Protections (H.P.) Administrator Name and Title

First Name * Middle Initial Last Name *

Degrees or Suffix

Institutional Title *

fthat fs, Position)

Organization *

Test University

Human Protections (H.P.) Administrator Mailing Information

Mailing Address of Institution or Organization *

(Mailing Address for international institutians or orga

tions must include State or Province. and pastal code, if applicable.)

Country * City *
THAILAND v samut Sakhon
Select State ~

Human Protections (H.P.) Administrator Contact Information

immas

y & Submit

International Phone Number *

The phane number for an international fnstitution should be

International Fax Number *

Email =

Signatory Official is the same as the H.P.A

oM No.
Approved for use through 107,

gﬂmwﬁ 37 %11 Human Protections (H.P.) Administrator



17) luida Signatory Official nTonUayaruIIgaEAvesanItuVIaNnIINe 1Sy
lown e8nsud Fadugiisrunaasunaludyay) 9ntunady Save & Continue fagunnd 38

Complate FWA Info

i status of submit

OME No.
Signatory Official Approved for use thraugh 10

369192

I hove read and agree to the Terms of the Federalwide Assurance.

29 days I recognize that providing research investigators, IRS members and staff. and ather relevant personnel

initial and continuing educotion and training about human subject protections will help ensure that the requirements of this

Click each of the following Assuronce are satisfied.
tabs to enter required
information or 1o modify Acting officially in an authorized capatity on behalf of this Institution and with an understanding of the Institution's

previously entered responsibilities under this Assurance, | assure protections for human subjects as specified above. The IRB(s) upon
information which this institution relies will comply with the Terms of the Federalwide Assurance when reviewing research

covered by this Assurance and possess appropriate knowledge of the local context in which this Institution's research

@ InsTITUTION will be canducted.
@ comPONENTS All information provided with this Assurance is up-to-date and accurate. / am oware that folse storements could be
cause for invalidating this Assurance and may lead 1o other administrative or legal action.
@ PRINCIPLES
@ ApPLICABILITY Test University (New)
informatio st be completed, except as noted.
ASSURANCE OF
COMPLIANCE Signatory Official Name and Title
IRE: First Name * Last Name *
HPA
3 SUMMARY

feg. MD. PR.D)

Institutional Title *

tthat Is

on)

Organization *

Test University

Signatory Official Mailing

Mailing Address of Institution or Organiz
Mol

Adtdress for intern

i Stats or Province, and pos

ode, if applicable,)

Country* City *
THAILAND ~ Samut Sakhon
Select State ~

Signatary Official Contact Information

International Phone Number *

The phonz number for on international institution shauld be compiete

International Fax Number *

Email *

Note: The Signatory Officlal Must Electronically Sign this FWA application fi.e., check the box below)
before submitting it. *
By checking this box, | am signing this agreement and agree (o its terms

Save & Continue Save & Exi

gﬂmwﬁ 38 %11 Signatory Official



18) ileld¥oya FWA AU TeUUAzRARINaTUNMTINNITIAYI1 FWA Livelv

63

n51dauAINgNAeInaudeteya lu Step 3 Review Summary & Submit ¥nYeyagneies

Asuiuwa Winadu Submit & Print Liedwazdninudeyaiduld POF dsguninil 39 - 40

30 days

Click each of the following
tabs to enter required
information or to madify
previously entered
information

@ nsTITUTION

@ COMPONENTS

@ PRINCIPLES

@ apPLICABILITY

@ ASSURANCE OF
COMPLIANCE

@ Hra

FWA Info Review summary & Submit

Summary FWA Application Information:

Mahidol University

Please review and verify the accuracy of the information below. I you wish ta make changes, click on any link and go ta that screen to make changes. Be
sure to click the button "Save & Continue” an each page where changes are made. If the FWA is complete and accurate, scroll to the bottom of this page

and click the button "Submit and Print". You wil then be prompted to make revisions if there are any errors or to continue by printing.a copy of the
for your file.

INSTITUTION OR ORGANIZATION INFO EDIT

Organization Operating FWA
Mahidol University

Location
T

Statement of Principles o

Dedlaration of Helsinki

The Belmont Report

Applicability EDIT
Assurance of Compliance o

ICH-GCP-E6 Sections 1 through 4
CIOMS International Ethical Guidelines

21 CFR 50 and 21 CFR 56

H.P. Administrator EDIT

H.P. Administrator Phone

Administrative Title Fax
Vice President for Research

Email
Institute
Mahidol University

Mailing Address
Office of the President, 999 Phuttamanthon
4 Rd., Phuttamenthon District

City/State/Zip
Nakhon Pathom, TH

Signatory Official EDIT

Signatory Official Phone
Administr Fax
President

Email
Institution

Mahidol University

Mailing Address
Office of the President, 999 Phus
4 Rd., Phuttamonthon District.,

City/State/Zip
Nakhon Pathom, TH

REGISTERED Component(s): 44 Add Components

Component Location Action

Redquest Deactivation
REGISTERED IRB(s): 9 ADD IRB

Irb Number Irb Name Action

ASEAN Institute for Health Development Nakhon Pathom, TH

IRBO0DD2623 Mahidol U IRE #1 Request Deactivation |

Comments (optional):

(Note, you will not be able to see or print your comment ence you submiit this FWA)

File to Upload (optional):
Choose File | No file chosen

NOTE{

= ifyou

ot return to complete your submission within 30 days, it wil be
submission number and begin to enter all the data again

hdrawn from the system. You will have to request a new

= Once your FWA s submitted to OHRP, you cannot make changes elect

ically until your FWA is processed by OHRP

OMB h
Approved for use through 1

Uil 39 W Review Summary & Submit 983 OHRP’s ESS
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OME No. 09900278
Submission # Your Institution's FWA Application was Submitted Successfully. Approved for use through 10/31/2026

364064

Notes:
This sub

close ouf
application
OHRP.

« Please click the "Print FWA Submission" button below to generate a PDF report of your FWA Submission

n the
approved by « The submitted application is in

th an OHRP coordinator for review and processing
e quest

« The contact persons listed on the FWA application form will receive email notification when the FWA is approved.

if thel

« The submitter of the application will be contacted by an OHRP revi tions, or if edits are required

Your submission number is 364064.
Please record this number as it may be needed for future reference.

PRINT FWA SUBMISSION

Thank you for using the OHRP Electronic Submission System.

Uil 40 Wi Review Summary & Submit 84 OHRP’s ESS
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2.4 013 Update wazfaaign1s3usasdaya IORG & IRB Number ilesannssunis
TupurNIINN15938555un15398luny (IRB) Usesiaatunieumiine deinisusudsuldvans
%1 uay OHRP 1n1s3uses I0RG Wusseznan 3 U tuainfuiildsunssuses Sesndudestinig
Update 9aya IORG & IRB Number TshiutlagifusgnatiosTay 1 st dnhlidszesnainsiuses

Winduaniy duaniuitlasunissusesesnludn 3 U n1s Update wazsion1gn1siusestoya

IORG & IRB Number fitusausail

1) Wa Web Browser 1y Chrome, IE, Microsoft Edge, Firefox Wudu

2) WuwW URL: https://ohrp.cit.nih.gov/efile Lazna Enter%ﬂiﬂﬂgwﬁmﬁﬂmaﬂ
OHRP’s ESS fagunwdt 2 ludedl 2.2

3) A Link finaesdaniudiden IRB Registration luntiusnves OHRP’s ESS 9wy
WiUsNv09 IRB Registration fagunmil 3 Tudedl 3.1.2

4) ne Link 7 na' 9983 ud 1§ 891U MeLa IRB Registration Update/Renewal
Application 9¥WuUn11 Update or Renew an IRB Registration ﬁd%ﬁ’]ﬁlaiugﬂﬂﬂwﬁ a1

Office for

OASH |Firmen fesearen

Protections

Institutional Review Board (IRB) Registration

tration > Update/Renewal IR

Update or Renew an IRB Registration

Alert: This area should ONLY be used to update or renew the registration of an IRB previously registered by your institution or organization. Quick Links

ission system to update/renew the registration of an IRB previous| Iy registered by your institution or organization. unless your institution or organization lacks the ability to

ation changes regarding the contact person who provided the IRB registration information or the IRB chairperson, an update/renewal application must

Start an IRB registration
update/renewal application. update/renwal n that
was started but not submitted.

(I need a submission number.)
(I'have a submission number.)

g‘dmwﬁ 41 i1 Update or Renew an IRB Registration ¥943¢UU OHRP’s ESS
%11 Update or Renew an IRB Registration 494 OHRP’s ESS fid@uusznau el

o Lm{}% “Start an IRB registration update/renewal application” \Junass
JoAnuAlyIdN drmiuisuduns Update wagroaignsiusestaya IORG &
IRB Number @s¢/3laidl Submission Number

° Lmﬁa “Continue an IRB registration update/renewal application that was
started but not submitted.” \undesdonudidetimea dniudis
Submission Number W3 Update hagsiaagn1siusestoya IORG & IRB
Number §elaiuaanada uazdosnisandunisee
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5)

66

Lmﬁ@ “I forgot my IRB registration application submission number and/or
password” (ungestemnu@iBereus dwiugisl Submission Number u&n
Update uazae1gn1siusestoya IORG & IRB Number dilaiudnasa uaz
F9N1ANLIUNITAD WAL Submission Number %38 Password

wyle “Return to ESS Home” Wunaestoanudimdmiundugntiusnues
OHRP’s ESS

napsy “Quick Links” Wuwyfirgliisaunsadilugseazidenneiunisly
31U OHRP’s ESS l¢iagaginisa

napsy “Search” Wuydmiudumdeoya

ne Link 1 na9399A210& L0 82194 Start an IRB registration update/renewal

application (I need a submission number.) 3¥441gTUnBUN1S Update Wagsoa1gn135UT8s

Uo3a IORG & IRB Number 1agL3131A Step 1 Create a submission # y1A15a3195WARNUAY

(submission number) flagunni 42

10RG#:
I10RG

Head Official (Last Name Only):

IRB Chairperson (Last Name Only)

rianal Review Board RE) or been assigned an IORG number should complete an IR registranan update/renewal

Lart this procass, Quick Links

onlcSubmissionSystem@mall nih gov

sUAMAN 42 mih Create a submission dwSu Update wagsio1gn1siusas

U8a IORG & IRB Number 83 OHRP’s ESS
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Wi Create a submission @w3u Update wagsaaien153usestaya IORG & IRB

Number 983 OHRP’s ESS ilduusenau fai

NaesUaAY IORGH: @usuld IORG Number tagldniefitavwinuu

naestand1u Head Official (Last Name Only): dwisulduinananiwndenguues
AUMITEAUATLATUNBUMINEANHUTINTEeER Laln seseBnsuiiheide vie
58905N15UREITeuaEI¥INTT Tameideuld

naeItanA313 IRB Chairperson (Last Name Only): dmsulduiuananiwdengwy
v99U5¥574 IRB Nawmgifoull

navataAIIY E-Mail Address dwmsuld E-Mail Address vasnsendayatively

SYUUINES submission number

NaBIY9AINY Password dmsusaasianu tnaswantunirusfeslsenauly
meidnuIiuiivaeseioy 1 fMonws Monwsiuianeg1eties 1 Monys
FILAVNTDONUTENLAYRENUDY 1 A1 S2uiulifIn 7 61 wazliiiu 15 ¢

nNapIvaAIU Confirm Password d@usuiiuduswariundeanly iunisgndoul i

Y

N3eNU0YaTINTIAPNTRAHIUVBINULEY
Uy Submit dmsunadetaya

naosy “Quick Links” uwuiiiglisansadilugeazdenieiunisly
47U OHRP’s ESS 1iagne3ms7

5.1) nsendeyaliinsuiiulaznaly Submit seUUagds submission number T

Y
(Y

M3 E-Mail M52y wagtuiinswaniuiinedld a1ntussuvazuanantingudunisds submission

number ﬁﬂg‘dmwﬁ 43

Office for

OASH Human Research

Protections

Institutional Review Board (IRB) Registration

Filing a Update/Renewal IORG-IRB Registration

Step 1: Quick Links

ut OHRP

Thank you! We have received your
request.

Your submission number will be sent to

s immediately. The email will be
nih.go\

sent from OHRPElect

You will use the Submission Number you receive to return to this
site and start the process to complete your Update/Renewal
electronic IRB registration. Click here if you now have your
submission numl ber

Note: If you do not receive the automatically generated email
immediately, please check your junk or spam mail folder and then
contact OHRP via email at IRBorFWA@hhs.gov for assistance

sUANT 43 nigudunises submission number ¥89 OHRP’s ESS
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5.2) M579@0U E-Mail 9¢3l E-Mail 910 OHRP’s ESS @911 neneludiaay
U51n4) Submission Number uag Link dw$uiin OHRP’s ESS flagunwdi 44

OHRP IRB Renewal Submission #440977

@ OHRP Electronic Submission System <OHRPElectronicSubmissionSystem@mail.nih.gov> 9 aoundubanua | v
Fuil, 10:55
Siripa Kaunkloy ¥

Thank you for using the OHRP Electronic Submission System.
This is an automated message from an unmonitored address. Please do not reply.
The submission number used for this electronic IORG-IRB record is ONLY GOOD FOR THIS ONE SUBMISSION,; i.e,, until OHRP processes the IORG-IRB registration associated with it.

After review and acceptance of the IORG-IRB registration, you must request a new submission number for 1t electronic updat I

Also, please do not attempt to update/renew this [ORG-IRB again until receiving notification that OHRP has pracessed this electronic submission.
The changes requested by your electronic submission are not transferred to OHRP's database until the electronic document is processed,
When the IORG-IRB is processed by OHRP, you will receive an e-mail notification immediately.

Your Electronic Submission Number (for IRB renewal registration only) is 440977.

Upon receipt, use your Submission ID and password to enter the Electronic Submission System at https://ohrp.cit.nih.gov/efile/IrbRnwEnter.aspx?typ=hav.

g‘dm‘wﬁl 44 E-Mail @3 submission number 10 OHRP’s ESS

5.3) @an Link: https://ohrp.cit.nih.gov/efile/IrbRnwEnter.aspx?typ=hav. T E-

Mail uaznsan submission number 71lAsUN19 E-Mail lngld Password NRsr1ly andunady

Submit faguani 45

Office for

OASH Human Research

Protections

Institutional Review Board (IRB) Registration Back to IRB Home

Complete IRB Registration Update/Renewal Info

If you started an IRB registration update/renewal application and need to finish and submit: N .
¥ g P PP Quick Links
 Find out more about OHRP

Enter Your Submission Number « Not sure if your institution already has an

Enter the submission number you received in your email, along with the password you created approved FWA? Find out here.

« Not sure if your institution already has a
registered IRB? Find out here.

Submission Number:
« FAQs and Questions

440977
« Contact OHRP
Password: o Track receipt of your document

« View all registered IRB(s)

sUA M9 45 miinld submission number 13U Update Uagsina1gn1siuses

U8a IORG & IRB Number ¥83 OHRP’s ESS

6) 191d Step 2 Complete IRB Info dwiunTivaeuwazUSuUTloya Usenaume

® Institution or Organization Operating the IRB(s) du3unsivaauLazUsuUTe
Toya andunseuvnine1denfiiugua IRB uaznavi Save & Continue A
JUAMNT 9

® Senior Officer or Head Official of Institution or Organization Operating the
IRB(s) dmiunsiaaeunazUSuusstayaiusmsiiAiugua IRB waznaly Save
& Continue As3UAMT 10


https://ohrp.cit.nih.gov/efile/IrbRnwEnter.aspx?typ=hav
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® Contact Information for the Person Providing this Registration 113U
nTvdeUkarUSuUTayansinsasnsanveayaiil OHRP’s ESS uagnaly
Save & Continue fagunni 11

® Register IRB for the Following Institution or Organization d113UMTId8Y
wazUSuusetoya IRB aeldantuniauming dy fagun1ni 46

Office for

oAS H Human Research
Protections
Institutional Review Board (IRB) Registration Back to IRE Home
Create a Submission # Complete IRB Info Review Summary & Submit Check Status of Submitted IRB
Submission # Register IRB for the Following Institution or Organization OMB No. 0990-0279
440977 Approved for use through 06/30/25
Mahidol U

Days until submission
number expires

The next few screens will collect information for each IRB you are registering. After you complete them for one IRB, you will be given the opportunity to go
through them again for any additional IRBIS).

29 days IRBS REGISTERED: 9

Click each of the following
tabs to enter required Add IRB

information or to modify

previously entered
information IRB FTE 3
RS IRB Name 1 Chairperson | and/or Membership  giatus 11 Action
Type It Roster
Protocols
@ INSTITUTION OR ORG.
OHRP/FDA  Mahidol U IRB #1 - penchan Review/Edit  Review/Edit Active
o SENIOR OFFICER/ MU-CIRB Pradubmook-Sherer
HEAD OFFICIAL
@ INFO PROVIDER/ OHRP/FDA  Mahidol URB#2-  Jaranit ¥ v Active
CONTACT PERSON ac ical
- Deactivation
Ve MIRB
v REGISTER IRB(S)
@ ViEw suMMARY OHRP/FDA  Mahidol U IRB #3 - Chusak Okascharoen  Review/Edit  Review/Edit Active
Ramathibodi Hosp - A
RAMAIRB DEactivation

gﬂmwﬁl 46 1 Register IRB for the Following Institution or Organization (Add IRB)

7) msusulseteya IRB nelaan1duvIeuvninends Tuntin Register IRB for the

Following Institution or Organization HuauLylyALIuN1SAeH

7.1) Add IRB Tab dwsuifismiesnian IRB aneldantuvidenvninerds Tnens
U Add IRB 1ileffaannsiial IRB uaznal Request Deactivation Liledesnisenidn IRB fagunm
7l a7 Tutumeudl dnsendoyaanunsnadniideves IRB witeii1g IRB Info Tab dwsuusuufladoya
UBausiag IRB

7.2) IRB Info Tab @ wsuusudse uily viiewiisidudeyaves IRB 19U ¥8 @nu

793 woslnsdnifnse wazdus Miedtes WWusu Welddeyansud Tinadu Save & Continue
fagunmd 14

7.3) Chairperson Info Tab dwsuusudse uily vseliulAnteyausesiu IRB
WU o funds d3iin Anudeangy dinsfinw wardue Mo ludu Wielddeyansuiau
Iinady Save & Continue Aegunmi 14

7.4) IRB FTE and/or Protocols Tab #1m5uUsuUse uily niatmaiudoya
AeatumMsiasanlasin1sideves IRB 1w Sidmihiufufnudunainviiu fauiulasiniside
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detuinlvs Tlassnmsddenlasunuativayuain NIH / FDA wirlnssiel (Jusiu ieldteyansuiu
inaUs Save & Continue fiagunnit 15

7.5) IRB Roster Tab dw$udiuuss uily ieuandoyaiieadunssuns IRB
Tngszuvazuaninssdoyaiiteusysiu IRB inanidlunsiaaeuuazUsulgadeyaliasudou
idleusuugsteyavestsystu IRB Seufosudlinaly Save & Continue Wietuiindeyausysu
IRB wazUfuusstoyanssuns IRB ue siolu vievndesnsifiunssunislvalliinaty Add New
Member iilaUsulgadoyanssunis IRB asunavinuduiiieudesuds TWnatu Save & Continue

v

agﬂmwﬁ 16 - 19

7.6) Wevsuugmielfiidudeya IRB Asufudutiagiuuds szuvazuanmii
a3Un1msI3n15 Update uazsoegn13susesdona IORG & IRB Number 1l olinsiaaauniny
gnAa3ATUaIU Tu Step 3 Review Summary & Submit #1ndeyagnaesasuniundd 1inady
Submit & Print tiedswazdaiudeyaidulud PDF fagunmd 20 - 21

¥ [ o v = £

7.7 Widngnsendeyadaviduiindeniuaue g g1uignisquddauasy

Y Y

9385530 dudacunudadiesasesnisuddiedfedioudlivsuinzlasudiuadnlud@nds

37N OHRP’s ESS Wagvaauaunseing Link Budutoyagniaaiiunisdiuadnlud@anaid

7.8) 1950995 n15UAHN83TelASUTUTNNTBAINUWALASIAFBUDLUA FENUDLIATN

N a1 4

szuvdadeyauilinsivdeunaziudunugndesvadeya mnwuveuling Link Hdwniauriu

v A

Audwaieduduanugnissvaatoya uaninlliiureuaiunsaudainduandaufsruianiseud

Y Y

duasuasusTsunIdeeseumnelid g nsendeyausuniluuazdudisyuulnddnass

7.9) ilevedeinisudiigidena Link Buduninugnderesdayauad nitgau

OHRP agldlianlunsiansandayaiduian 7-10 Tuinis win OHRP Tinseensuazds IORG &

IRB Number wiauwuudiunlndionans IORG Niiiuduannissuseaiudusn 3 U ulignieides

=

FEONUANIBLUE bALA LN MUNAAUTALESUISYTTIUNITIVY HBIUIBNSAUGALATUITHFITUNNTIVY

Y Y Y
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A v

2.5 115 Update ¥aya FWA Number Lagaa1gdyn 1093105 uSn13989

[ e} Y]

UMINe1dsUARaTiige 4 U wag OHRP Tin1ssuses FWA Wuszeziian 5 ¥ duanntunlasunis
Susee Faduludoedinis Update Taya FWA Number fowiudugan1ssuses duililssesion

'
a

mMssuseaiinduandy duaniunlasunissuseseentusn 5 U n1s Update Yoya FWA Number

(%
o o [

wagreoy iy iitunounail

A7)

1) U Web Browser 11 Chrome, IE, Microsoft Edge, Firefox Wusu

2) WuwW URL: https://ohrp.cit.nih.gov/efile Lagna Enter%ﬂmﬂgwﬁmsﬂmaﬂ
OHRP’s ESS fagunwdt 1 luted 2.2

3) nA Link Aindastanuduliuautie FWAs asnuntusnues FWA aagunini 22

¥

4) n@ Link findestannu@iniiy FWA Update/Renewal Application agnuvitineg
flagunwd 47

OASH &

Federalwide Assurance (FWA) for the Protection of Human Subjects

FWA > Update/Renawal FWA

Update or Renew a Federalwide Assurance (FWA)

This area should only be used for updating/renewing an OHRP-approved FWA.

'S FWA on file with OHRP, unless your institution lacks the abilty to updat

1 regarding the legal name of t

Search

Start an FWA update/renewal ontinue an 1 forgot my FWA application
application. u renewal application submission number and/or

(1need a submission number.

g‘lJm‘Wﬁ 47 i1 FWA Update/Renewal Application 98453UU OHRP’s ESS

[

%11 FWA Update/Renewal Application 983 OHRP’s ESS fduisznau Aeil

® Lmﬁa “Start an FWA update/renewal application” Junasstonnudituy
Wy dnsususiuliulsmisedodyy FWA Tuasausn @edslaidl Submission

Number

L Lmy% “Continue an FWA update/renewal application that was started but
not submitted.” \undesioaruduitu dwsugid Submission Number ud?
agseninUulsvsesiedyny FWA drldudnasa uagdesnisaniiunisee

° L:J‘H%a “I forgot my FWA application submission number and/or password”
I3 ' v = ! 0 o vaa L. 1% ' '
Wundestonnudineusns dmsugidl Submission Number Wiy ag5ening
Uuugamsonodayn FWA §dliudaase uazdesnisaniunisee unay

Submission Number %158 Password


https://ohrp.cit.nih.gov/efile
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® ¥ “Return to ESS Home” \Jundestornudmdmsundugniinusnves
OHRP’s ESS

® naouy “Quick Links” iuwuitiglinaunsadilgeazidenneiunisly
41U OHRP’s ESS liagesanisa

® napuuy “Search” Wuwydmiudumdoya

5) nn Link iNasaANdUSuaY Start an FWA update/renewal application (I
need a submission number.) AU1dTURBUAITUTUUTIMT oRad Y1 FWA 1aei3uann Step 1
Create a submission # ¥N1585195RAWNUAY (submission number) @13 UYd1 FWA f4

gﬂmwﬁ 48

Office fol

OASH | ruman Research

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

Filing an FWA Update/Renewal

has preiously filed an FWA with OHRP generally should submit an FYi update/renewal application. You will need to create a
o start ths process

Create an FWA Update/Renewal Submission Number

signatery official
(Last Name Only)

HP Administrator
(Last Name Only);

Email Address;
Passwiord:

Confirm Passward:

JUNNT 48 vl Create a submission dwmsuuSuusvsesiodaey1 FWA 9839 OHRP’s ESS

[

%1 Create a submission @93uyindayey1 FWA 983 OHRP’s ESS Hduisznau Aeil

® naexamu FWA#: dmsuld FWA Number Ingldianizdtaiiitu
® ngdasleAy Signatory Official (Last Name Only): dwisuldunuananiwdangy
YOIHUIVNTEER Laln 83n15UR Maamzileuld

® naeaamI1u HP Administrator (Last Name Only): dwisulduiuananiwsangy
VDU TTEAUGIN AT UNBUMINEINEUINTENan Laln os05MIudiee
w38 70405MIUAieIBuaLININTT Tameideuld
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® napworu E-Mail Address dwisuld E-Mail Address vesnsandayatiteli

SYUUINGS submission number

® N@RIwaAINYU Password @NnSURIANSHENIY tngsranunfuuafaalsenauld
MgmonusunIaeseties 1 fdnys Monwsiuaned19tes 1 fonys
AV BONUTENLAYRENNUDY 1 A1 SuAuliaINN 7 67 wazlidiiu 15 ¢

Y
U ¥

® naRIvaAIU Confirm Password dusuiudusiariungsaly iWunisgnmeulie

e

N3ONVBYATINITAIANTWANIUYDINULDY
e Ui Submit @ nsunedetoya

® napuly “Quick Links” \Wuwyiviglisaunsadilgseazidenneiunisly
974 OHRP’s ESS ldagnesanisn

5.1) nsendeyaliinsuiiuuaznaly Submit s¥UuILEs submission number
A3 E-Mail M52y wagtuiinswaniuiinedld a1ntussuvaswanantingudunisds submission
number fagunINg 49

Office for
OASH Human Research

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

Filing of an Update/Renewal FWA
Step 1: Quick Links

* Find out more about OHRP
* Not sure if your institution already
has an approved FWA? Find out here.

* Not sure if your institution already

Your submission number will be sent to
your e-mail address immediately of your
request * FAQs and Questions

s Contact OHRP

has a registered IRB? Find out here.

You will use the number you receive to return to this site and * Track receipt of your document
complete your electronic FWA submission. Click here if you now « View all registered IRB(s)
have your submission number.

Note: If you do not receive the automatically generated email
immediately, please check your spam or junk email folder and
then contact the OHRP via IRBorFWA®&hhs.gov for assistance.

sUAMAN 49 mih8udunisds submission number 83 OHRP’s ESS
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5.2) M579@0U E-Mail 9¢3l E-Mail 910 OHRP’s ESS @911 neneludiaay
U51n4) Submission Number uag Link dw3$uiih OHRP’s ESS faguniwdt 50

OHRP FWA Renewal Submission #364411

£ naunduiiomun | v

Thank you for using the OHRP Electronic Submission System.

This is an automated message from an unmonitored address. Please do nat reply.

The submission number used for this electronic FWA record is ONLY GOOD FOR THIS ONE SUBMISSION; i.e., until OHRP approves the FWA associated with it.
After approval of the FWA, you must request a new submission number for subsequent electronic updates/renewals.

Also, please do not attempt to update/renew this FWA again until receiving notification that OHRP has approved this electronic submission. The changes requested by your electronic
submission are not transferred to OHRP's database until the electronic document is approved

When the FWA is approved by OHRP you will receive an e-mail notification immediately.
Your Electronic Submission Number (for FWA renewal submission only) is 364411
Your Existing FWA Number is FWA00002882.

Upon receipt, use your Submission ID and password to enter the Electronic 1 System at https://ohrp.citnih gov/efile/F teraspetyp=hay

E‘Um‘wﬁ 50 E-Mail @3 submission number 10 OHRP’s ESS

5.3) A@n Link: https://ohrp.cit.nih.gov/efile/FwaRenewalEnter.aspx?typ=hav.
T E-Mail uaznsen submission number #l#§un1a E-Mail Tngld Password Aisaanly antiuna
Uu Submit fagunwd 51

o AS H ggilc\:r{oéesea rch

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

Complete FWA Update/Renewal Info
Ifyou started an FWA update/renewal application and need to finish and submit: Quick Links

« Find out more

Enter Your Submission Number * Notsu
an approv
Enter the submission number you received in your email, along with the password you created.

Submission Number:
AQs and Questions

* Contact OHRP
Password: ipt of your document

+ View all registered IRB(s)

sUn il 51 wiild submission number dv3uvidaya FWA ¥8 OHRP’s ESS

5.4) g Step 2 Complete FWA Info 1Su@usmeiide Institution Filing
Assurance sryUssimananiunsouiningdessey winiimsusudeuliuilalignseadu
Jagtunaznadu Save & Continue fiagun1ni 52

Office for

OASH | Human Researcn

Protections

Federalwide Assurance (FWA) for the Protection of Human Subjects

o—o

ste 3 Submission # Complete FWA Info Review Summary & Submit Check status of Submitted FIVA

. OMB No.0930-0278
Institution Filing Assurance ‘Approved for use through 10/31/2026

Mahidol University

ADDRESS FOR INSTITUTION

Country *
THAILAND .
+ INsTiTUTION @
@ components Soaya selectstate =

o Lo |

@ arruicasiTY

gﬂmwﬁ 52 11 Institution Filing Assurance


https://ohrp.cit.nih.gov/efile/FwaRenewalEnter.aspx?typ=hav.%20

o w o A a v aw o o Y] v
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5.5) luiade Institutional Components sgud1inaunieadiusuneglunis

[
Yo a

JU

e yndidinunisdluauiieglunisiduguaiiudulinady Add
Component ld% ad1iinauniediuauneglunisniduguaiaznayy Save & Add
Component iulaviaz 1 d1inaunsodiuemu

e yndein1senidnnisniniguavedinaunIediunulinady

=

D

o w

Request Deactivation suvingaessiensidudiodinaumisdiuauiiu

v Y v o w = | v A o W =
e yndeinsuTuuseyadiinaunIedinnulvnandedinaunie
ALY

WeuSuusuiuandayansukad nadu Save & Continue 38UTINGA
sUa M9 53 9ntiulvinau Continue WearLiunssiafagUnIni 54

Federalwide Assurance (FWA) for the Protection of Human Subjects

o—©0

Create 2 Submission # Complete FWA Info

Review summary & Submit Check Status of Submitted FWA

OMB No. 0990-0278
Approved for use through 10/31/2026

Submission #

364411

Institutional Components

Edit Component
Days until
number e

30 days

Information fields marked withs (*) must be completed, except as noted.

Name of Component or Alternate Name Used *

ASEAN Institute for Health Development

Click each of the following
tabs to enter required
information or to modify
previously entered

ADDRESS FOR INSTITUTION

information Country *
THAILAND v
@ wstituTion City *

Nakhon Pathom

Save & Add New Component Save & Continue “

Select State v

+ COMPONENTS

@ FrINCIPLES

@ ApPLICABILITY

'g‘dmwﬁ 53 %11 Institutional Components

O—o

Create a Submission & Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

OME No. 0990-0278

Institutional Components Approved for use through 10/31/2026

Submission #
364411 .

List below all components over which the Institution has legal authortty that operate under o different nome. Also list with an esterisk (*) any alternate
names under which the Institution operates.

30 days

NOTE: The Signatory Official signing this Assurance must be legally authorized to represent the Institution providing
this Assurance and all components listed below/

Click each of the following
tabs to enter required

information or to modify
previously entered
information

@ wstituion
@ PrINCIPLES
@ AppLIcABILITY

@ AsSURANCE OF
COMPLIANCE

Mahidol University (Update)

c T COUNT: 44

=

Name of Component or Alternate Name Used |7
ASEAN Institute for Health Development
College of Management

College of Music

State/Province
and/or
Country |1

City 11

Nakhon Pathom ™

Bangkok ™

Nakhon Pathom ™

Action

Request Deactivation
Request Deactivation
Request Deactivation

g‘tJm‘W‘ﬁ 54 1l Institutional Components
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5.6) luive Statement of Principles A 83 ukuIN1IN15UUR ngssideu
Y o = - v oA a v oy o o 1% 1Y) o
TaUtAY MsoumIgIuaInananItunsaunIneaenifein1svindyyn FWA Tiniseeusu e
Usuusstayalidutagiuudilinadu Save & Continue Asgun1nil 55

o———o

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

. . OMB No. 0990-0278
Submission # Statement of Principles Approved for use through 10/31/2026

364411

Mahidol University (Update)

ST =D This Institution assures that ol of its activities relateel to human subjects research, regaraless of the source of support, will be guidee by the following

e E statement of principles governing the institution in the discharge of its responsibilities for protecting the rights and welfare of human subjects of research
conducted at or sponsored by the institution. (indicate below)

30 days

The Belmont Report
The Declaration of Helsinki
Other

Click each of the following
tabs to enter required
information or to modify (Enter the document name i the box below)
previously entered

information
(If 'Other" is selected alone, you must submit a copy of the document to OHRP with this Assurance. Attach a copy of the

document here [box for attachment] (Attachment may be in PDF (.pdf) or Microsoft Word (.doc) or Microsoft
@ nsTiTuTION Word(.docx) format, maximum size 3 MB.)
Attach File Here

@ coMPONENTS
Choose File | No file chosen Attach File
v PRINCIPLES

@ arPLIcABILITY

Save & Continue | savea it
9 ASSURANCE OF

g‘dm‘wﬁl 55 %11 Complete FWA Info 489 OHRP’s ESS (Statement of Principles)

1 [y 1

5.7) Tuide Applicability uanstannaslunsvindeynsiniu seninsaa1dunie
UNINIEEIU OHRP Al

(a) This Assurance applies whenever this Institution becomes engaged
in human subjects research conducted or supported by any U.S. federal department
or agency that has adopted the U.S. Federal Policy for the Protection of Human
Subjects (also known as the Common Rule), unless the research is otherwise exempt
from the requirements of the Common Rule or the department or agency
conducting or supporting the research determines that the research shall be

conducted under a separate assurance.

mniureuiutennasmananilinadu Save & Continue fsgun1nil 56

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

. e OME No. 0990-0278
Submission # Appllca blllty Approved for use through 10/31/2026

364411

Mahidol University (Update)

Days until submission (a) This Assurance applies whenever this institution becomes engaged in human subjects research conducted or supported by any U.S. federal

number expires department or agency that has adopted the U.5. Federal Policy for the Protection of Human Subjects (also known as the Common Rule), unless the
research is otherwise exempt from the requirements of the Common Rule or the department or agency conducting or supporting the research determines

30 days that the research shall be conducted under a separate ossurance.

Click each of the following Save & Continue m

E‘Um‘wﬁ 56 11 Complete FWA Info 989 OHRP’s ESS (Statement of Principles)
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58) luw4'a Assurance of Compliance v g3 unguuIeian vunse
wImenaelviniseeusu wesusuusamlinady Save & Continue AagUAMd 57

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

. OMB No. 0990-0278
Assurance of Compliance Approved for use through 10/31/2026

Mahidel University (Update)

(a) This Institution assures that whenever it engages in research to which this Assurance appifes, it will comply with the Terms of the Federalwide
in a separate di on the Office for Human Research Protections (OHRP) website).

Days until submission

number expire:

30 days

(b) Non-U.S. institutions enly: This institution assures that whenever it engages in research to which this Assuronce opplies it will comply with the
Jfollowing procedural standards (check one or more of the following):

The Common Rule
Click each of the following

e The U.S. Food and Drug Administration regulations at 21 CFR parts 50 and 56

information or to modify The current International Conference on Harmonization E-6 Guidelines for Good Clinical Practice (ICH-GCP-E6)
previously entered The current Council for International Organizations of Medical Sciences (CIOMS) International Ethical Guidelines for
information Biomedical Research Involving Human Subjects

The current Canadian Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans

o INSTITUTION The current Indian Council of Medical Research Ethical Guidelines for Biomedical Research on Human Subjects
Other standard(s) for the protection of human subjects recognized by U.S. federal departments and agencies which have

° COMPONENTS adopted the Common Rule (please submit copy to OHRP with this Assurance) (please enter the document name in the box
below)

@ PRINCIPLES

° APPLICABILITY (If 'Other is selected alone, you must submit a copy of the document to OHRP with this Assurance. Attach a copy of the

document here [box for attachment] (Attachment may be in PDF (.pdf) or Microsoft Werd (.doc) or Microsoft
+  ASSURANCE OF Word(.docx) format, maximum size 3 MB.)
COMPLIANCE
° IRB Attach File Here
° HPA Choose File | No file chosen m

) so

. Save & Continue m
) _SUMMARY
=L

gﬂmwﬁ 57 w1 Assurance of Compliance

59) luwv'®@ Designation of Institutional Review Boards (IRBs) @195 U

[

USuwdsudeyaves IRB fiegluiiugua ansausuiudeulasail

o nnfosmaiiianiu IRB luarugua SeldTunistunsidou I0RG uad
IRB Number wén Tinatju Add IRB Link Liledial IRB Number 1Husfiias 8 wdn uaziden
11 IRB é’fﬁﬂdnﬁamuﬁmzqag'msﬂu‘vﬁamEJuaﬂsuaaamﬁ’w’%awﬁmWé’aﬁﬁﬂé’igmg FWA
udlinata Add IRB Link 9gUsingas1auanssiens IRB fleglufdugua iiialddias 1
IRB fagunnil 58

Create a Submission #

Complete FWA Info Review Summary & Submit Check Status of Submitted

OMB No. 0990-0278

Submission # Designation of Institutional Review Boards (IRBs) Approved for use through 10/31/2026
364411

Add IRB Link

ntil submission
Information fields marked with (*) must be completed, except as noted.

Enter Last 8-digits of IRB # *

n

30 days

Click each of the following (example: 00000001)
tabs to enter required
information or to modify
previously entered
information Select IRB type v

o INSTITUTION Add IRB Link m

9 COMPONENTS

Select IRB type *

g‘dmwﬁ 58 11 Designation of Institutional Review Boards (IRBs)
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® YNABINITEAEANNISAAAKAUN IRB TinAUs Request Deactivation
AUNEVBIT18NNT IRB T

4 14

® NFAaINITUTUUTIaAUNA I8 IRB U IneiUdsuainaisusndy
melugatunseuniine delinaly Change IRB Type wamniuumdunigludususn

lanunsawdeuluidunesuenls deusulgsdeyagndesasudiuudilinadu Continue
Aagunmi 59

Sub

36

previo

o
©
]

e research under this Assurance: or (b) does not have an internal IRB and designates the following external IR for
ays unti 5SS
[ —— ¥A applies or, if multiple external IRBs are relied upon, the following external IRE that reviews the largest percentage
30 days
Click each of the following NOTE: Institutions designating internal IRBs do not need to designate any of the external IRBs that the institution
tabs to enter required relies upon

information or to modify

information Mahidol University (Update)

@ ApPLICABILITY IRB

@ Assurance oF
COMPLIANCE IRB00002623 Mahidol U IRB #1 E

~ IRB Type
@ Hea
T

Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

OMB No. 0990-0278
mission # Designation of Institutional Review Boards (IRBs) Approved for use through 10/31/2026
4411

This institution assures that it will rely upon only IRBs registered with OHRP for review of research to which this FWA applies. This institution (a) designates

usly entered

IRB(S) Linked to This FWA

INSTITUTION IRB LINK COUNT: 9

COMPONENTS

PRINCIPLES

Number |7 IRB Name | Type || Status || Change Type Action

ACTIVE

gﬂm‘wﬁ 59 11 Designation of Institutional Review Boards (IRBs)

5.10) Twii299 Human Protections (H.P.) Administrator éfm%%ﬂ%mﬂ?ﬁmi’famﬂa

AUTYINLASULBUNENEINHUI M SEegavesan I Tuns oumIng e taun se9e8n1suireide

w30 59995N15UAH8ITeuazIINT Weuuusadeyaligndendulagiuudilinadu Save &
Continue fa3UnW# 60

previously entered
information
@ insTiTuTioN
@ COMPONENTS
@ PRINCIPLES
@ appLicABILITY

@ AssURANCE OF
COMPLIANCE

Qe

) so

D SUMMARY

Click each of the following
tabs to enter required

information or to modify

— —
Create a Submission # Complete FWA Info Review Summary & Submit Chect tt

OMB No. 0990-0278
Approved for use through 10/31/2026

First Name * Middle Initial Last Name *

Degrees or Suffix|
M.D..Ph.D., Assoc. Professor

(8. MD, PhD,)

Institutional Title *

Vice President for Research

organ

Mahidol University

Human (H.P) i Mailing

Mailing Address of Institution or Organization *
(Mailing Address for international institutions or organizations must include State or Province, and postal code, if applicable.)

Office of the President, 999 Phuttamonthon 4 Rd., Phuttamonthon District

gﬂmwﬁ 60 %111 Human Protections (H.P.) Administrator
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5.11) luside Signatory Official dmFuusulUA vugusnsgegavesanIfunie

a o Y 1 _a a2 & wao Y] A ) v v v I3 o
wnInede lowa o8n13uR Fuluiidrusasmnuludygy deusuussdeyalignsealulagiu

LA AviLASBIn

magﬂﬁ O By checking this box, | am signing this agreement and agree to its

terms uagnAUy Save & Continue AIgUANN 61

1 he

ini

tabs to enter required

@ wstiuTion

@ CcOMPONENTS &
@ PRINCIPLES
@ appLicABILITY Mahi

Submission # Signatory Official

I recognize that providing research investigators, IRE members and staff, and other relevant personnel with appropriate

Click each of the following Assurance are satisfied.

information or to modify Acting officially in an authorized capacity on behalf of this Institution and with an understanding of the Institution's
previously entered responsibilities under this Assurance, | assure protections for human subjects as specified above. The IR8(s) upon
information which this institution relies will comply with the Terms of the Federalwide Assurance when reviewing research

covered by this Assurance and possess appropriate knowledge of the local context in which this Institution’s research
will be conducted

cause for invalidating this Assurance and may lead to other administrative o legal action.

o—©O

Create a Submission # Complete FWA Info Review Summary & Submit

OMB No. 0990-0278
Approved for use through 10/31/2026

ave read and agree to the Terms of the Federalwide Assurance.

tial and continuing education and training about human subject protections will help ensure that the requirements of this

information provided with this Assurance is up-to-date and accurate. / am aware that false statements could be

idol University (Update)

@ ssurance oF
ComPpLiANCE

Q ke First
@ Hea

SUMMARY

signatory Official Name and Title

M.D.,Prof,

(eg. b

marked with (%)

Name* Middle Initial Last Name *

ees or suffix

MD. Ph.D)

E‘Um‘wﬁ 61 11 Signatory Official

5.12) \laUsulganToriuiudoya FWA ASUN LAY SEUUIEhanIniasy

AINFIUNITTAYIN FWA L alvinsi3deunIugne osasununoudtoya 1u Step 3 Review

Summary & Submit MnUeyagnABsAsTUNIUILE IinaUy Submit & Print Litedidaya 1nunA

Uy Print FWA S

ubmission wian11dluanlid PDF wazdauiu Fadulwandeladinisasuiuain

AUSYnTasgn w3eesnsud Sediliiadeanysal dagunimi 62 - 63

Submission #

364411

Days until submissig
number expires

30 days

Click each of the following
tabs to enter required
information or te modify
previously entered
information

@ mstiution

@ cOMPONENTS

@ PRINCIPLES

@ appLicABILITY

@ AsSURANCE oF
COMPLIANCE

@ re
@ Hra
@so

Assurance of Compliance EDIT

Create a submi

Complete FWA Info Review Summary & Submit Check Status of Submitted FWA

. . . OMB No. 0990-0278
Summary FWA Application Information: Approved for use through 10/31/2026

Mahidol University

Please review and verify the accuracy of the information below. If you wish to make changes, click on any link and go to that screen to make changes. Be
sure to click the button "Save & Continue” on each page where changes are made. If the FWA is complete and accurate, scroll to the bottom of this page
and click the button "submit and Print". You will then be prompted to make revisions if there are any errors or to continue by printing a copy of the FWA
for your file.

INSTITUTION OR ORGANIZATION INFO EDIT

Organization Operating FWA
Mahidol University

Location
TH

Statement of Principles EDIT

Declaration of Helsinki

The Belmont Report

Applicability EDIT

sUn il 62 Wi Review Summary & Submit %84 OHRP’s ESS
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Create a Submission # Complete FWA Info Review Summary & Submit Check Status of Submitted FWA
OMB No. 0990-0278
SR S q )
Your Institution's FWA Application was Submitted Successfully. Appraved for use through 10/31/2026
Notes:
This submission number will
* Please click the "Print FWA Submission” button below to generate a PDF report of your FWA Submission,
close out when the
application approved by « The submitted application is in queue with an OHRP coordinator for review and processing
CLIRE  The submitter of the application will be contacted by an OHRP reviewer if there are questions, or if edits are required.
« The contact persons listed on the FWA application form will receive email notification when the FWA is approved.
Your submission number is 364411.
Please record this number as it may be needed for future reference.
PRINT FWA SUBMISSION
Thank you for using the OHRP Electronic Submission System.

gﬂmwﬁ 63 11 Review Summary & Submit 483 OHRP’s ESS

5.13) Wt nsendeyadniduiindeniuaue g s1uienisquddauasy
9385530 duasundsdsednsumiiusesesnsuddeddemaudslinauinazlisudiue
9nludfNd991n OHRP’s ESS lnguaauauiAsIzsilisesesnisuddeidena Link Buduteya

[

gNABINIUNNBIIASR LR wazveANBATIZYesN1TUAaIUNludyaFINa

5.14) 1958995 N15UAHNE3 T8RS UTUTNNTBAINUWALASIAFBUDLUA FENUD AN
szuvdslayauniieinmeaeuiazBudunmugndesastoya winiugeuliing Link Nidauniau

v v a

fududwamsdudunnugniesesteya wimnlidiuveuaunsoudanduandeuieniseud

deasuatesssunsideiionauningliidmindnsendeyalsuuilonazdadisvuulndnase

v v
v a A

il Wesesasnisuar1eidena Link Suduniugnaeswestayanas deduiintennuiausss

a oA

aFn1suALiaudelinguinaglasudiuadnludfindsain OHRP’s ESS uazvaaIuauAIIei v
psnmsuasuuludygrenannely

5.15) Wieasnsulasuduiintannuuaznsiaaeudiua ssnudwaissuudadoya
ueNsuasunludyg) Tnen1sna Link Adsuindauduiudiua waniniiansuudIfeenis
Uuwnludeyaanunsaudinduindesesesnisuideddeiiionoumnenunisuivuiletoyauayes

v v

Toyartnszuulvddnase

5.16) Weesn15uAng Link aswinludyeud nuaweu OHRP agldnatlunis

Aansandyanduaai 7-10 Tuvinnis win OHRP Tinnseensuavds FWA Number wiauuuu

(%

duulvlddayeyn FWA ffinnsaswnuasuiiuanysunfeuduiliuduannissusew g ineides

PEIRUANIDLUA LA LN TN AAUGELESUASEFITUNNTINY $8995N15UARNLAT8 kareSn1sud tae

Y

OHRP aglin135U599 FWA 1uan 5 U
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3. /nsienunazdssfiunan1sufuineu

3.1

3.2

3.3

3.4

[

fimsseonedayayr FWA sufmuaiamn 5 U wieligideaunsatmanewny FWA T
Ifauaresunuideannulisnuuessy ansgosnilaeeesiollios

finssotynstunsidounnenssun1sasusssunsissluau meluaninedeuding
muivuaia1n 3 U wielvigideanunsadmviungiay IORG wag IRB registration
number TUiauavasuyuiTeanrnisnuuessy ansgasnildlaegmaiiia

finsUSuUTetaya IORG YeaunNINgay LagAmznIsUNSIsesTIuNTIdeluay nely

unMivedsudnalindudagiunn 1

finsusuusadeya FWA veauminendelidutegiu Welnsusuiasudeyasgaduy

an1snelu 90 JutuanniunUasuwlas

4. 35581UTI/2385 35U TUuNTUG TR

38555UvRNlASuNaunnglvinsandayaly OHRP’s ESS wwivnansufuanaty

nnsnsendeyalu OHRP’s ESS HRsil

4.1.

4.2.

4.3.

msimsnansenududwedluteyadiuyana léun Fouazumana woslysdwi way
E-Mail Foslé3unuBugenanidvestoya uaziirvesdeyaiiansiazsesweuiuasy
vidouilule noglasunounnelinsendeyalu OHRP’s ESS desdniunislviniud
lpsumsesue

o = ¢ 1% v v = o s =
A3ANTINANNATUNIY QNABY WAL EaNTDIURYATINTONIYUT OHRP’s ESS Lila391n
dawadenruddeioludeyauazaodurseuninendeniludivesdeya

AITTNYIANFUTRITBYad 1A WU ToyadIuYAAAYRI T E1T03N ABInTaNId
OHRP’s ESS uaysWan1un1sidnis OHRP’s ESS 1usu
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unil 5
Jayvnguassanasuuamislunisunluuasnauney

1. Jymauassalunisufjifaunaziumianisuilusasiauay

lun1snsendeyaliienisleu1ves FWA & IORG Number kag 115 update Yoyalu

FWA & IORG Number ¥asuninendsuding ddgyymuarauassnannsuineu lneuumisly

[

AU lULAE WMWY A9l

1.1, dgmlumsuwdadeyannmenlinelumendingy Tnsanisiludwimaiia

nsawnzileu IRB dadldidin1sAnwuazAnuliginguenssunisiiansendeya

Wszuuiusazdetoya (Electronic Submission System) w84 OHRP (OHRP’s ESS) dadldvaya

a =

MNSANYILEE AT INAINTABWANAeAUlUTBINTINNT IRB Uiazyiny J93dinsAne

9

=

[~ [ I3 [~4 Y] 1 a 1 [ =] gj d' 1
Wudnianiendusmgedamnunainratgwanetanuly dvenavainsslsewmanazlulssimalne

FIAPUFLIYIYVOINTTUNT IRB Neulneveuldrarnvateiuieuiansiisninuimiuaiunse

71 aglinsemuingUszasavesseuuiisesmslvldiamenidsingign 1 - 2 st lag

o ¢ LY = [ o w 13 ) g v
A1 ‘W‘V]LﬂEJ'JﬂUﬂ'J’]@JLGUEJ'JGUWQJ,LﬂUFHFIWVILQ‘WW% 11NNFIUNT IRB i%‘q&l%‘dﬂﬂ’]‘lﬂﬂﬂ&l b1 UIN IRB

finagyhnswlailunmwdinguudilaladdvinssunsviutunsivaeuanugnisineudinduuni
Audduasuasesssuy JwhiiAndgviniswateyaligndes Wevinisnsendeyaidnssuy 813
dwaliinauldundedfedetayanazanidunisuminerdemiludrvesdoya dregreuay

ASMANYIANY towkA

® Lay Person 984 IRB 5¥UIN9UAN1SANYY M.A. (Master of Arts) wiisyyiniiadny
Wenmnasungmang (Laws) way MSUMS (Administration) azwuindimsanuiliaeandesfiv
ATwgy Taegfiaudinsnm MA. msimnuideangmedalmansuasdanumans 1y
LnAmans AnwiAans NwImans yweamans 1550558 550N UseiRmans uazauns

Jusiu uarAmudieimgenguuensaudinsfine M.L. (Master of Laws)

a

® SJ.D. program (Doctor of Juridical Science) Lﬁugﬁ'ﬁﬂﬁiﬁﬂwﬁzﬁuﬂimm%aﬂ

e
v

MIsungInevesUssmeanselng uiluuszwealveazilu LLD. (Doctor of Laws.) lnadeya

Y

nlesuiiiensondoyafio S.J.D Degree Fuludayaliignsias
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LUINTUNITHA bUBASHAIUIGTY

1y s v Y} = & <, 4' v v v o

Wannvunesulnseiuluszuy wagiinsudailonnduniwingiive il
dlinauAneNIINNTIsesTIUNMTIAElual Mmeluumingrduuiinadslayalagndesiazasuiiu
WINTu

1.2. falifivszaunisalaniunis Update uaalanungiay FWA uaz IORG nd vinlv
Wn3dendesldnuneiay FWA uaz IORG Tun1sveanuideiiandnuduau wasld
a8y FWA uae IORG Ligndas dewaliinaialenanislasuyuile

TueAnnistunsadeunmenssumstsesssumsiseluaunie IRB lelildmnsian
IORG waz IRB Number $2183n1991dQey1 FWA 999unninedeuiing weag IRB f9aiunis
Update IORG Number 184 kazu3neg desuiunis Update FWA Number il aadaeszuuil
AuFudouLazid v fnsendeyadslifiussaunisailuns Update uazaoany vinls
uAnedeufinaivuieiay FWA wag IORG 1nnndn 1 maneiae Snidefideddmneay FWA uax
I0RG Tunsvenuideiinanuduau wagldvaneiay FWA wag IORG ligndes dewalvinaialania
NsbasuUIde

uuamslunisudlunaznauneuy

Y a

dududeyaningiay FWA uay IORG vesunine deuiing wasdlauanoruinig
WAng1deianddlinsiuinunineaedvuneiay FWA wag IORG 111031 1 viuneway vt
UndeNfein1sTunITenniguiaansgesniinanuduaunazanslivinaauiiligndes dawa

Tinaalon1ani1sasunu LagremNauns iU sunIneaelivaiauowuznsanuInidly

Y
=

msudlusiely Tneguimsuminendoeysialvidsdiualuds OHRP ilevenidnyisneiay FWA uay
I0RG ilalléFumsseusunnumninends Ssiinsddualutnasanvmmsussnidniu OHRP wane
a¥1 1lesarn OHRP linsuilasfoduimsguandfonnlunmsamludyavosmniinede
uarldfazornaunlunisdsduaiuasuasiusunugndesuesioya aunseiis OHRP aysifuas
yinsenidnmunelay FWA uag I0RG Alalssunissensuanuminedsls dadufiunveanis
ail¥usiay IRB ¥in1s update Toyates Tutlagdunn IRB Afinsusuasusedenssunvie
Fesnsusuasusumisluaniznssunisy axdeaauesedeaniiudduaiuaiossmmaideile
iauarpasNURlasL AR Ssagmanfiazuoumneliniinauiifiaudusssraunsaliiu

AANTunTs Update Uagsiaangmneiay FWA uag IORG Ligadifgitiioninagnaes
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1.3. awuzirlunisvirdenludi download arntiuladvas OHRP U unaud lai
ATUAIUY

Tumsvidyayn FWA asausn gnsendeyalidaunsadniunismudiugiiniuy

Viuleduos OHRP (https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/file-a-new-
fwa/index.html) I tilpsnnfivuneuliasuiiu laglilaszuitdesdinsnsendeyaves IRB asly

szuulviAsTUDIU AUNTEN IR IORG & IRB number a7 3998UNUINSaNtud NwUUNeSUNL IUD 9
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