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7. 1ONa1591994

7.1

1.2,

7.3.

7.4.

7.5.

7.6.

1.7

7.8.

7.9.

7.10.

7.11.

7.12.

7.13.

Nuremberg Code https://sp.mahidol.ac.th/pdf/ref/7_Nuremberg Code.pdf

Declaration of Helsinki: Ethical Principles for Medical Research Involving Human Subjects.

(World Medical Association 1964, Revise 1975, 1983, 1989, 1996, 2000, 2008, 2013)
http://www.wma.net/en/30publications/10policies/b3/

The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf

International Ethical Guidelines for Biomedical Research Involving Human Subjects: The
Council for International Research Involving Human Subjects: The Council for International

Organization of Medical Sciences (CIOMS) in the Collaboration with World Health
Organization https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf.

ﬂg]wmalmﬁlﬁa’rﬁaﬂ https://sp.mahidolac.th/th/L AW/thai-law.html

v

W3 URALATOAN W.A. 2546, 2553

NIEINVUYRAUNINUAIYF W.A. 2550

wva ¥

WizsUaRRuATaIlaYAdIUYAAR W.A. 2562

YRUIAULNNEFNIINNIENITSNYIDSUTTTURAITITWIVNTTU (W.A. 2549 K1IAN 9 NNSANWIITEY
wagn1svnaedluuyyd)

Usgmaumingdending 3o ulsuiglumsmifugualasenisideluau we. 2559
https://sp.mahidol.ac.th/th/l AW/announce-mucerif/28-11-2559.pdf

Usgmauning1douiing iSeunaeinnsgiuvesnnenssinmsaiessaumAdeluaulsedidiuau
.. 2553 https://sp.mahidol.ac.th/th/L AW/policy/2553 standardIRB.pdf

IFYNUTTUVDIUNINY IAYAIUNITUAENTTUNITI VU LAITR

https://sp.mahidol.ac.th/pdf/ref/NRCT-guidelines-researcher.pdf

8. NMANUIN -


https://sp.mahidol.ac.th/pdf/ref/7_Nuremberg_Code.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://sp.mahidol.ac.th/th/LAW/thai-law.html
https://sp.mahidol.ac.th/th/LAW/announce-mucerif/28-11-2559.pdf
https://sp.mahidol.ac.th/th/LAW/policy/2553_standardIRB.pdf
https://sp.mahidol.ac.th/pdf/ref/NRCT-guidelines-researcher.pdf
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5.2. AMNAUNUSVDIAULNTIUNIT AUNUIBITUDY

5.2.1 AnNauWusAuunIIngIaguina (The MU-CIRB’s Relationship with the
Administration of Mahidol University)
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Lﬁ@]‘ﬁuiunﬂ 9 @01UU wag Close-out Report 1ngaziBeyslknuves MU CIRB 141534
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5.2.3. mmﬁ’yﬁuﬁn‘"wﬁé’a (The MU-IRB’s Relationship with Research Investigators)
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7. 1BNa1591994

7.1. Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.2. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.3. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.4. International Ethical Guidelines for Health-related Research Involving Humans, Fourth Edition.
Geneva. Council for International Organizations of Medical Sciences (CIOMS), 2016.

https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.5. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf
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https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
https://sp.mahidol.ac.th/pdf/ref/Thai_Ethical_Guidelines_FERCIT.pdf
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7. 1NE1591994

7.1. Standards and operational guidance for ethics review of health-related research with human

participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.2. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.3. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.4. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
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https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/3/MU-CIRB01-03COI_declare.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/3/MU-CIRB02-03Confidence_agree.pdf
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7.1. Standards and operational guidance for ethics review of health-related research with
human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.2. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use.

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-

clinical-practice_en.pdf

7.3. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/


https://sp.mahidol.ac.th/pdf/SOP_V.5/4/MU-CIRB01-04_inviting_Expert.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/4/MU-CIRB02-04-Assessment-for-Expert.pdf
https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
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7.4. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.5. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 _The Belmont Report.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04-05_Y0-6Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04-05_Y7-12Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04-05_Y7-12Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Y13-17Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Y13-17Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Y18Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Y18Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Questionnaire.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Questionnaire.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Consent_Left-over.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Consent_Left-over.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y0-6Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y7-12Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y7-12Assent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y7-12Assent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05TH-05_Y13-17Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05EN-05_Y13-17Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05TH-05_Y18Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05EN-05_Y18Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05EN-05_Y18Consent.pdf
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7.2.

7.3.

7.4.

7.5.

Standards and operational guidance for ethics review of health-related research with

human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf



https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB06-05_Assessment.pdf
https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
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e MU-CIRB 03EN-05

_No_intervention

e MU-CIRB 03TH-05

_intervention

e MU-CIRB 03TH-05

_No_intervention

e MU-CIRB 04-05 Y0-6

e MU-CIRB 04-05 Y7-12

e MU-CIRB 04TH-05 Y13-17

e MU-CIRB O4EN-05 Y13-17

e MU-CIRB 04TH-05 Y18

e MU-CIRB O4EN-05 Y18

e MU-CIRB 04TH-05 O

e MU-CIRB O4EN-05 O

e MU-CIRB 05-05 Left-over

e MU-CIRB 05-05 Y0-6

MT19ETUIINIUNSUTBEULATINTITEYRINTTUMSIARESOUNTUSEYY
WUURTIRERUTIINMTTayalulsiazlasinNTsIdL

Research Project Submission Form of MU Central-IRB (intervention)
Research Project Submission Form of MU Central-IRB (No intervention)

wuukauelAsINSITeLievesunMsiiansaniusesan
ANYNITUNITITEETTUNMTIVETUANYANAIN UMINedeudiag dmsu

TASINSNINSIARINTNLYS (intervention)

LUULEUBLASINSI DN BYBSUNISHAITUNS UTIN
ANYNITUNITITEETTUNTIVETUAUYANAIS UNINEIdeuTing Gy
Tassmsnlifinmslrasmsnies (No intervention)

g ° v v & v v aov a ° ! P~
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(Information sheet for legal guardian — participants age 0-6 years)

dy o Y v <@ Y v 1 a o a =
LaNg13IY quamimiﬂﬂmawmm NRLY1T3UIILN B81Y, 7-12 U

(Information sheet for legal guardian — participants age 7-12 years)
wenanstuasdmiviunasesuandngidininideiiony 1317 9
Information sheet for legal guardian and participants age 13-17 years
nanstuasdmiuliinitefieny 18 Tyl

Participants Information sheet (age 18 years or older)
lenanstuasitininide lemsmeuiuuasuay

Self-Administered Questionnaire Participant Information Sheet

Mmisd olanaanufugay d1usun1siiudieg 1 on1siselusuian
(Informed Consent Form for Collection and Storage of Biological

Specimen for Future Research)

nilsdeuansanuBugedlidndrsuidudmsuiunasemeainiienasi
111 7 U (Informed consent form for legal guardian — participants age

0-6 years)


https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB01-05_Assign_Reviewer.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB02-05_research_folder_list.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03EN-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB03TH-05_Submission-No-intervention.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04-05_Y0-6Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04-05_Y7-12Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Y13-17Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Y13-17Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Y18Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Y18Participant_Inform.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04TH-05_Questionnaire.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB04EN-05_Questionnaire.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Consent_Left-over.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y0-6Consent.pdf
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MU-CIRB 05-05 Y7-12 meSuglasansideuaznisiammuBugedisuivedmiunney 7-
12 U (Assent form for children 7-12 years)

MU-CIRB 05-05 AssentY7-12 wiladeuanaanundugend msugunasemeaingidnsuideneny 7-12

(Informed consent form for legal guardian — participants age 7- 12 years)

MU-CIRB 05TH-05 Y13-17  wifsdouanaiamniugonvesiiunaseaazingiinsnideiony 13-17 T

MU-CIRB O5EN-05 Y13-17  Informed consent form for legal guardian and participants age 13 -17

years
MU-CIRB 05TH-05 Y18 vilsdeuanaamndusesmesiinsuidsiieny 18 T uly
MU-CIRB O5EN-05 Y18 Informed consent form for research participants (age 18 years or older)

MU-CIRB 06-05 LUUUSEEIUlASINSI98 (Assessment Form)


https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y7-12Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05-05_Y7-12Assent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05TH-05_Y13-17Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05EN-05_Y13-17Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05TH-05_Y18Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB05EN-05_Y18Consent.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB06-05_Assessment.pdf

UNN 6
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LazN1sUsSIUAULEY9UD9lASINISIY
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d1508yun 6

a ¥
1504 YU
TnaUseaen a4
YAULYA a4
AUSURAYDU a4
JUABUMSA LU a4
4.1. M5UTEEIUANULESIU89LATIN1IFULNBANUATIDNITNINTN LASAAANI 44
1A39n15398 (Risk Assessment)
® NaUNTLTLUN1SUSEAIUANLLEE (Criteria for Risk Assessment) 44
®  NUUIUIEIANIATINTIVANLANLLERY (Protocol Categorized a5
According to Risk)
4.2. WUINIINNSRINTUILATINIGINE (Review Process) a5
® yuuAMALUREIY 45
® yuMUlATINTITeLarseileulIsTN15398 (Research Methodology) 45
®  NUMUNIANATEINUAKLYIIINITY (Human Subject Protection 46
Process)
®  VUYIUNTLUIUNTVBAUEULDILY15I1AT8 (Informed Consent a7
Process)
O NIYUIUNTNALHDILTUNYIVDINUNIIFDWEALLIAUNT UL D) a7
O JeyanvzdadilluenasiuaEiinsiunside wayilideuanuanundugeu | 48
O nsfngnIunsaasulunsvennudusaumeisn1sauLnun1saIuuly 49
1Nang (Waiver or Alteration of consent)
- N1538ANUEULANA1AN MIADIINTIEDWARAARUNE UL DL 50
- Wuanednuaidnus (Waiver of Document of consent) 50
O N3ENVIUNMITEANNEULaNNMTITElUN1ILRNAY 50
o mstatayauisdiulilassslawmeiieduganiside 50
(Incomplete Consultant)
®  YUNIUNSENTILATINIHLENTIAT 50
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1. Inquszan
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L‘W’e]L‘U‘L!LLU’JVI’N&LUﬂ’]i‘VIU‘VI’JUW%Wimﬂﬂiﬂﬂﬁi’lzﬂﬂnﬂiﬂiﬂﬂ’ﬁ Tunslinissuses / lmmaq

2. UBULYA

dmSunumuiiansanlasinsidennlasing ldeslianudesiniosiiiads naussnm

Exemption, Expedited, e Full-Board Review

. AUSURNYaU
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sy wazaawd Sused/lisusedlasinsidenassienuiineites

YUADUAUUNS

4.1. A15USZLEHUAMNLEEIVBIIASINISIYNBNINUAITNISNAITUIRAZAANIL

1A539n15998 (Risk Assessment)

4.1.1. a9l Tunisusaduaarudes TunnsussliuanudeainedAtensme

MUY 115 TTE o1anualalu 4 seeu sail

1)
2)

3)

4)

ANNTULST (Magnitude) wazlananaziin (Probability) AIMLEES
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4.1.2. n15uvsUszanlasinisI9e91unIIUE e

1) lasensidefluiumnudsasn (Not more than Minimal Risk) @ualstasuniseniiu

AARIUAIUNIINTNANAMLATTUNITASEFITUNNSIE LAY (Research with

Exemption Review)

2) lAssn15398ndaudessn (Minimal Risk) @13115017015RA1541LASINISIFELUU

199721 (Expedited Review)

3) 1A54N153987L1NNIANULESIAN (More than Minimal Risk) 2¢Aa9Na15antaenig

Usyyu AMENTIUNNTAME (Full Board Review)
4.2. BUININNISNNTULATINTGIAY (Review Process)

4.2.1. NUNIUAUENTALIVY

=

1) UsziRdiuduaznanuesisefidutaguly 3 3 Fawansinduddanniuasd
Uszaunisalifeanediazandunisiseled uazfiviiauidenadnmsezlesunns
Hnousu ICH-GCP n3amIstasun1seusuamuasesssunfssluau Tussoziialiiu 3
U visaimgrunsUNSeuasesssNn15IdeluAuan CITl Program wnlaiiy 3 ¥

2) MSNANSUINITHANUTALEIIIRaUsElewUnUlATIN15398 (Researchers’ Conflict of
Interest) ARIZNSTUNTSY Honunaniunisag1slaegranilanedfunisidiulediude
va o A & 1 ! o a av o 1 &
vouidglunsdimiuiniinansenusents andunsideasieluil

ya o @

(1) ol I vuszumIuTaLgan19NaUselovdnulasini1sivey N TuwuuLaus

Y 9

159NN UazlenansTuINTINNTITY

(2) velidesuilifidnladudsdulasiniside wWudandunislideyadudioe

Wn$mMTIe wazverudugedlunisitnsiulasinsIdeumnu
3) uAdenaedin (Clinical Trials) azdosdiunnd/Mununnd srmeglunnzdide e
NuRaveuiirtunszuaunmsiiifastunissnumenuiadidisnide valudaud
Aertestumsitelaenss uas/miomsnsallifiasyasdfiindusenininside (cH
GCP E6R2 Investigator 4.3.1 A qualified physician or dentist, when appropriate,
who is an investigator or a subinvestigator for the trial, should be responsible for

all trial-related medical or dental decisions.) .
4.2.2. nunulasiseIseuasssiiguisaaeg (ICH-GCP w9 6)
1) Folassnide (Mwilneuaznnwdangw)

2)  flnvedlasan1sive (Backeround)



AENTINNTTIBSTTUNTIAETUALYANATS W Inedeuiing MU-CIRB 06/5.0

LUIN19N15UTEEUIATINNSIRY
tazn15UsuANULES9U89IATINS Y YY1 46 VD9 213

Protocol Assessment / Risk Assessment

3)
4)
5)
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7)

8)

9)

10)

11)

12)

13)

4.2.3. NUNIUNITANATBIGUARITITINNTTTI

1)

2)

NANNTUALINANG (Rationale)

ANSNUNIUITIUNTTUNNYITD

[y

MOUTEANA (AIUWINNEANYBINITORNRUUNITIEY)
JULUUNTIVY (Study design)
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SEHLIAILALINIUIUATINI
nsAnEeNELinTINlATINTTITY
- Lﬂmsﬁmiﬁlmsﬁ’lﬁi?ﬁ% (Inclusion Criteria)
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- NUINTARENTILAYLRANIEINEBENIINEATINTIFEABUMUA (Withdrawal

Criteria)
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guvas FDA uag DHHS v09anigewsni)
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Fuduardeadniulasaimideneuiifidnsndde / Junulneveusssuasil
lamavzlasunsmudeya wazuandanuidugaunaudsuidy wiglinIuIdense
Aunulagyeussuaziadlasudeyatarlvimnudusenlunend

5) nmsUatsdayaunsdnlilagaziUawmeiiiodugan1side (Incomplete disclosure)

ARENTIUNTY AzeausuliaLiunslialunsdlsalud As (91989310 The Belmont

Report)

- msUatadayaundudanudnlulunszuiunside mldudrnglianunsausss
TngUszasAvainIdele 1w Tunsdlin1s3deuuy Observational Study kagn1s

[ ]

UnUstoyausamiulidlavi iedeadlidngnidy

- mMsUadadeyauduldnelifndunsenegiinsinideunnluniinnudes
gunTeluiinUszdniu 13eduUnTIEINN1INTINTNNIG ATINNFAIY 1¥30RTIA
o ) a , a ' I aa = ° . ~
e ISnwnuUNR (1SensIudn naundiaudeas Risk audeuves FDA waz

DHHS vesanigaLusni)

P

- {dedaimawSeunisnvzudsleyanUadeliungidnsauide Weduann1sidy

4.2.5. nunaunsitrulasinisveslidrsiuise

lufinsdsaulmansmlulaseniside (Non-Coercive Recruitment)
mstensuluanuduaiudi wagnssnwinuau (Privacy and Confidentiality)

AU lawn ’51‘!{513’]EJ‘V]’Nil'Nﬂ’]EJ‘VI%’EJﬂ?iU']ﬂngUNaﬂi%VIUVIN%G]I‘U BASHNANIENU

MIPUNYVLNY FIPU LaglATYENT
Uselevtinanningidnsindde wasdenuaglasy

nauyARanaauLaLaztuszu (Vulnerable subjects) ignanazaudndulunis

Anwidelunguuanawmatiu - Muavideaiiuinluuni 10

nueUANviIenguildevasn (Placebo) (i) winnalunsiinwide
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5. unugil

¥
[

YU

11)

12)
13)

14)

SrEElAardunTIBINNIsdEvaen
vanNATIN1TaoURLi13ITe08nNNTITE(ICH GCP)
nsdfisansquadidnsiuisetemesameuasinla
AUMUIEEUVBIAIMBULNY (Compensation) (ICH GCP)

ANSSNBINGIUIANT DNITINYANVALYEY b1 DIAINULELUILNIDOUNTIHAINAN5ETNTINTY
1591157398 (ICH GCP)

N5kEIngN19TInIM (Biological materials)
NTIENNUYwERUgAIEns (Human genetic research)
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(1) Suses
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eXe
PS))
me

Y Y 1 a
HLUTIUIY

Hunulagvausssu
SENARIRE PR

Y ¥ 1 awv o
NI UINUIIZUN

(Vulnerable subjects)

divimihfisidumidelumieids mnnsidesdunslaenduyana g7
Jwiwihngu Bendmimiilaseinis3de (Principal Investigator Pl) Feay
Lﬂuﬁﬁ%aﬂ&ia%ﬂmzﬂiiumiﬂ MABANITIVY A person responsible for
the conduct of the clinical trial at a trial site. If a trial is conducted by
a team of individuals at a trial site, the investigator is the responsible
leader of the team and may be called the principal investigator. See

also Subinvestigator. (ICH-GCP E6RZ2 Glossary 1.34 Investigator)

val o 4

HNTNLATIN1I98uaUnLNe YU N lun1sAtuNNSIe Aelanig

e

o w LY 1

MAuguaveRimtlaTiNs3dy Any individual member of the clinical
trial team designated and supervised by the investigator at a trial site
to perform critical trial-related procedures and/or to make important
trial-related decisions (e.g., associates, residents, research fellows). See

also Investigator. (ICH-GCP E6R2 Glossary1.56 Subinvestigator)

= Yo a Y Y awv A -3 [ &
yaradelasudiglidisiunssuiunisideiieiiudeya daseluil
(1) Yoyanliannnisvageursensnsevieyanaiiy 9 w3e
(2) doyadiuiivesyanaiiy 9

yamaivihmthiidindulauaslsirudugeslunsdnsnidouny

nauitmne filiaansalvianudugeuldtenuewungmng wu in g
finzvanead oy nievren1edaay udy An individual or juridical or
other body authorized under applicable law to consent, on behalf of a
prospective subject, to the subject's participation in the clinical trial

(ICH GCP Glossary1.37 Legally Acceptable Representative)

YAAATI813gNENge visegniudedulmdnsiunsidenndinlaley
NemeaNunITelasulsslevianmsinsunide
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weuilifidlddnundes  yaraduludeuenaisluduseunasionansdulifidnsuwide viedunulae

(Impartial Witness)

AMULEEIAN

(minimal risk)

UIYNIAALN
(Clinical Trials)

NJUAIUAY

g11aan (Placebo)

youssanvaiinInAfeiiounidolioan Tasyaaatidudlifedeatiy
Mde wazliognelidvinavesiisrdestuniside viwhidudnd
weluszninenisvenudusenlunsdigitnsnidonsedunulasveu
sssueunisdeliioan A person, who is independent of the trial, who
cannot be unfairly influenced by people involved with the trial, who
attends the informed consent process if the subject or the subject’s
legally acceptable representative cannot read, and who reads the
informed consent form and any other written information supplied to
the subject. (ICH GCP)

Muwﬁx‘imm?umﬂLLasIamaSU’eNmiLﬁmé’umﬂW’%ammiﬁﬂlmmmﬂﬁ

unlunianumsaiilfiedgeyluliauszdriu vieTeuisuiuany
Lﬁawaqmsmmqmmwiwmw%aqmmw%mﬂ"ﬂﬂr\/\inimat risk means that
the probability and magnitude of harm or discomfort anticipated in the
research are not greater in and of themselves than those ordinarily
encountered in daily life or during the performance of routine physical

or psychological examinations or tests. (The Common Rule, USA)

mnefnuiteinssintuauy Lﬁa%ﬁﬂmmmsmﬁﬂﬁﬁﬂuazqwémﬂmé’%
A1 warennshifalszasAnionaasind uannsS T idesnsAnw Any
investigation in human subjects intended to discover or verify the
clinical, pharmacological and/or other pharmacodynamic effects of an
investigational product(s), and/or to identify any adverse reactions to
an investigational product(s), and/or to study absorption, distribution,
metabolism, and excretion of an investigational product(s) with the
object of ascertaining its safety and/or efficacy. (ICH GCP E6R2 Glossary
1.12 Clinical Trial/Studly)

ngdLinIITeNgninlilasunseuiunsnu]dReg auund 1unis
9 A 9y = v oA oAy ve awv A
Shelsanunnsgu ieldiuSeuiisuiudnnquinlasunszuiunisiden
& ad 1
Juisnsl

(% I3

nuneidmdanwazadedunand e diulglunisidy weldeengwd
wilaudundndweifnlelun1side dnnlbidunauatuauialila Su
nszUIUNsliuai1aIndnngunils ieanaatunsulananside
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'
a Ya v 1

AMBULNY wnedaTuuiung3deanelidudidnsanddeidua i unisaz/miomn

FeLa1lunIsiinsinife 9lunneasesssun1siseluay Ruidnuiutasaaaly
W uaNiinagelalidns1u3de Compensation: That which is given in

recompense, as an equivalent rendered, or remuneration

wigmsalliialszasd  Tunsdildunsidemendiin nunefavanisalfdidisanidde deanns, n1s

ATIAINUNesUURNsARaUndA/AUAsundasluanniiu wie 1iulaed
Antuthnssenitenindninite uinegliawnsofigadlédiniedosi
n31deudeldfinin uardIduasdosmsnummnisaiiiiadulronms
N334N19% Any untoward medical occurrence in a patient or clinical
investigation subject administered a pharmaceutical product and which
does not necessarily have a causal relationship with this treatment. An
adverse event (AE) can therefore be any unfavourable and unintended
sign (including an abnormal laboratory finding), symptom, or disease
temporally associated with the use of a medicinal (investigational)
product, whether or not related to the medicinal (investigational)
product (ICH GCP Glossary1.2 Adverse Event - AE)

7. 1BNA1591994

7.1

7.2.

7.3.

7.4.

7.5.

7.6.

Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use.

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-

clinical-practice_en.pdf

World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3

International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf



https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
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7.7. 7.6 The revised Common Rule, published in the Federal Register on January 19, 2017 (82
FR 7149), and further amended by an interim final rule published on January 22, 2018 (83

FR

7.8. 2885) and a final rule published on June 19, 2018 (83 FR 28497). https://gov.ecfr.io/cgi-

bin/ECER.

8. NMANUIN -



https://gov.ecfr.io/cgi-bin/ECFR
https://gov.ecfr.io/cgi-bin/ECFR
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3) Research involving Benign Behavioral Interventions
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5) Taste and food quality evaluation and consumer acceptance studies
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https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB02EN-07_COE_Approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB02TH-07_COE_Approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB03-07_COE.pdf
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7.1. Code of Federal Regulation. TITLE 45 PUBLIC WELFARE DEPARTMENT OF HEALTH AND
HUMAN SERVICES PART 46 PROTECTION OF HUMAN SUBJECTS. Sections 46.101(b),
46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research Determination”

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfrd6.htm#46.101 (Accessed Nov 29,
2014)

7.2. The revised Common Rule, published in the Federal Register on January 19, 2017 (82 FR
7149), and further amended by an interim final rule published on January 22, 2018 (83 FR
2885) and a final rule published on June 19, 2018 (83 FR 28497). https://cov.ecfr.io/cgi-
bin/ECFR.

7.3. Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.4. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-

clinical-practice_en.pdf


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101
https://gov.ecfr.io/cgi-bin/ECFR
https://gov.ecfr.io/cgi-bin/ECFR
https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
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8.

7.5. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.6. International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
7.7. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf

AMARNUIN

® MU-CIRB 01-07 WUUARNTILATINITIVEUTELNNAULFLIANLNAALAIT IS UNITEAIUNS

Ann (Check list for exemption review)

® MU-CIRB 02EN-07  9AWNNELIINATIITUITUTEY (Me18ingw)

MU-CIRB 02TH-07  3AMNULANaNANTUISUTDY (ﬂ’l‘l&"]l‘VIEJ)

MU-CIRB 03-07 LNE133U09lATINTT Certificate of Exemption



http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB01-07_Exempt_category.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB02EN-07_COE_Approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB02TH-07_COE_Approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/7/MU-CIRB03-07_COE.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB01-08_expedited_checklist.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB06-05_Assessment.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB02EN-08_Expedite_modify.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB02TH-08_Expedite_modify.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB03EN-08_Expedite_approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB03TH-08_Expedite_approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB03TH-08_Expedite_approval_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB04-08_COA.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/8/MU-CIRB04-08_COA.pdf
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AMENTTNAITY WA Expedited Reviewer aglianuisaasauiulisuses
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7. 1BNA1591994

7.1.

1.2,

7.3.

7.4.

Code of Federal Regulation. TITLE 45 PUBLIC WELFARE DEPARTMENT OF HEALTH AND
HUMAN SERVICES PART 46 PROTECTION OF HUMAN SUBJECTS. Sections 46.101(b),
46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research Determination”

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfrd6.htm#46.101 (Accessed Nov 29,
2014)

Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101
https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
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8.

7.5. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.6. International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.7. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf
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k3N (Check list for expedited review)
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https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB01-05_Assign_Reviewer.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/5/MU-CIRB06-05_Assessment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/9/MU-CIRB01-09_assessment_pis&ic.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/9/MU-CIRB01-09_assessment_pis&ic.pdf
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7.1. Code of Federal Regulation. TITLE 45 PUBLIC WELFARE DEPARTMENT OF HEALTH AND
HUMAN SERVICES PART 46 PROTECTION OF HUMAN SUBJECTS. Sections 46.101(b),
46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research Determination”

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfrd6.htm #46.101 (Accessed Nov 29,

2014)

7.2. Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101
https://www.who.int/publications/i/item/9789241502948
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7.3.  Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use.
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-
clinical-practice_en.pdf

7.4. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3

7.5. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.6. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf
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7.1. Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug

Administration, U.S. Government Printing Office via GPO Access

7.2. mifiiuguaiasesilounmdlulseinalne drlinaunssunisemsiasen

http://www2.fda.moph.go.th/consumer/ism/ismmenu.asp (Accessed 29 November 2014).

7.3. Code of Federal Regulation. TITLE 45 PUBLIC WELFARE DEPARTMENT OF HEALTH AND
HUMAN SERVICES PART 46 PROTECTION OF HUMAN SUBJECTS. Sections 46.101(b), 46.401(b),
DOHP 400-4.6 “Non-Human Subject/Non-Research Determination”
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfrd6.html#46.101 (Accessed Nov 29,

2014)
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7.4. Standards and operational guidance for ethics review of health-related research

with human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.5. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use.

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-

clinical-practice_en.pdf

7.6. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3

7.7. International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.8. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf
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7.2.  Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current
Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.3.  World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.4. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.5. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf
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https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
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7.2.

7.3

7.4.

7.5.

Standards and operational guidance for ethics review of health-related research with

human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf


https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB01EN-12-ProtocolAmendment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB01TH-12-ProtocolAmendment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB02-12-Assessment_Amendment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB03EN-12-Letter_Amendment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB03TH-12-Letter_Amendment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB04-12-Acknowledgement.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/12/MU-CIRB05-12-Letter_Amendment_Revise.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB01EN-15_Adverse_event_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB01TH-15_Adverse_event_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB01TH-15_Adverse_event_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB02-15_SAE_assessment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB03-15_SAE_cover_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB04-15_SAE_acknowledge.pdf
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Adverse event (AE)

97989977 ICH GCP E6 (R2)

Serious adverse event (SAE)

91999971 ICH GCP E6 (R2)

winnsallinaszasAannen
(Adverse Drug Reaction (ADR))

Any untoward medical occurrence in a patient or clinical
investigation administered a pharmaceutical product and which
does not necessarily have a caused relationship with this treatment.
An adverse event (AE) can therefore be any unfavorable and
unintended sign (including an abnormal laboratory finding),
symptom, or disease temporally associated with the use of
medicinal (investigational) product, whether or not related to the
medicinal (investigational) product (see the ICH Guideline for
Clinical Safety Data Management: Definitions and Standards for

Expedited Reporting).

Any untoward medical occurrence that:

(1) results in death,

(2) is life-threatening,

(3) requires inpatient hospitalization or prolongation of existing
hospitalization,

(@) results in persistent or significant disability / incapacity,

(5) is a congenital anomaly / birth defect
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CIOMS form in pharmacovigilance

CIOMS reporting Form | = the international harmonized form for reporting of drug safety

information

In 1977, a CIOMS Conference on “Trends and Prospects in Drug Research and Development”
recommended that CIOMS should facilitate discussion of policy matters between the research-
based pharmaceutical companies and national regulatory authorities, and, when indicated

convene groups of experts to make recommendations on specific issues

In 1986, CIOMS set up its first Working Group on pharmacovigilance, a Working Group on
International Reporting of Adverse Drug Reactions to explore means of coordinating and
standardizing international adverse drug reporting by pharmaceutical manufacturers to regulatory

authorities.

The initial report of the Working Group was published in 1987, and the final report of the CIOMS
Working Group | “International Reporting of Adverse Drug Reactions” was published in 1990. In
1992 the CIOMS Working Group Il report “International Reporting of Periodic Drug-Safety Update

Summaries” was published.

ICH was established in 1992, and in 1996 it started developing the ICH E2B guideline to harmonize
international electronic transmission of Individual Case Safety Reports (ICSRs), i.e. to standardize
the data elements for the transmission of all types of ICSRs, regardless of source and destination.
This includes case safety reports for both pre-approval and post-approval reporting periods and
covers both adverse drug reaction (ADR) and adverse event (AE) reports. Today, most electronic
exchange of ICSRs uses the ICH E2B standard. Since the CIOMS | form is a reporting form, not
primarily intended for electronic exchange between databases, linking the CIOMS | form to E2B

can be helpful.
https://cioms.ch>cioms-i-form

. 19NE1591994

7.1. Guidance for Adverse Event Report from “Achieve Guidance in Clinical Trial Safety
Information among Stakeholder” Forum for Ethical Review Committee in Thailand (FERCIT).
June, 2011. http://eckku.kku.ac.th/book/AE guidance final 21JUNE11 final%20Report .pdf
(Accessed 29 November 2014).

7.2. ICH: Good Clinical Practice Guideline/ n@4AiuANgn §11INNUANENTIUNITEIMTUALEN
NITNTWAITITUAY RUNATIN 6 WUNYT: NOIAIUANET ETNIUANENITUNITOMITLAZE
NIENTETITNGY, 2543


http://eckku.kku.ac.th/book/AE_guidance_final_21JUNE11_%20final%20Report_.pdf
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7.3. Naranjo C, Busto U, Sellers E, A method for estimating the probability of adverse drug
reaction. Clin Pharmacol Thera 1981, 30: 239-45.

7.4. Suspect Adverse Reaction Report Form (CIOMS Form ). Council for International

Organizations of Medical Sciences, Associate Partner of UESCO — in Official

7.5. Relation with WHO. http://www.cioms.ch/index.php/cioms-form-i (Accessed 30 November

2014) .
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e MU-CIRB 01TH-15 huusnenuwmanisallaifiassasd (nwive)
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® MU-CIRB 03-15 9annginudewan1sinansansngamsniselliielseasd

e MU-CIRB 04-15 1dna@135Un351U (Acknowledgement for Adverse Event Report)


http://www.cioms.ch/index.php/cioms-form-i
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB01EN-15_Adverse_event_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB01TH-15_Adverse_event_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB02-15_SAE_assessment.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB03-15_SAE_cover_letter.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/15/MU-CIRB04-15_SAE_acknowledge.pdf
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https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB03-16_Cover_letter_protocol_deviation.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB04-16_Doc.Proof_protocol_deviation.pdf
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® Non-compliance:
A situation, event or process in human subject’s research that is inconsistent with:
- ethical principles of human subjects research as described in the Belmont Report, or

- The research activities as approved by the UW IRB, including any IRB requirements or

determinations.


https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB03-16_Cover_letter_protocol_deviation.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB04-16_Doc.Proof_protocol_deviation.pdf
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NOTE: Non-compliance does not include events that are beyond the control of the
researcher and/or research study staff. Unless these events pose risks to subjects, the
do not need to be reported to the IRB. Researchers may still be required to report

these events to their sponsors or others but not to the IRB.

NOTE: Data collected by activities determined to be non-compliance in most cases, cannot
be described in publications or presentations as having been obtained with IRB

approval.
Minor non-compliance: Non-compliance that is neither serious nor continuing

Serious non-compliance: Non-compliance which could significantly:

« Increase risks to, or jeopardize the safety, welfare, and/or rights of subject(s) or others,
« Decrease potential benefits (including the scientific integrity of the research.)

NOTE: Conducting a research study without prospective IRB approval is always considered

serious non-compliance.

Continuing non-compliance: A pattern of repeated non-compliance which continues 1) after

initial discovery and 2) after IRB approval of a corrective action plan and that:

« Suggests that non-compliance will continue. If there is no intervention, or increase the risk

of serious non-compliance, or

o If continued, could significantly increase risks to, or jeopardize the safety, welfare, and/or

rights of subjects or other, or

« If continued, could decrease potential benefits (including the scientific integrity of the

research).
Non-Compliance for SAE Report (From University of Rochester, USA)

The first occurrence of a late Serious Adverse Event report to the CIC will result in a
First Warning Letter being sent to the Investigator on behalf of the Medical Staff Office. The
letter will be copied to the chief of service and the Medical Staff Office. This warning will not
affect IRB approval of on-going research, and the warning will not be forwarded to sponsors

or regulatory agencies.

A second occurrence of a late Serious Adverse Event within a two-year period will result
in a Second Warning Letter being sent to the investigator from the CIC Office. This letter will also
be copied to the chief of service and the Medical Staff Office, and will not affect IRB approval of

research or be communicated outside of Rochester General Health System.
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A third occurrence within a two-year period will result in suspension of approval of
all on-going research by that investigator. This suspension will be communicated to relevant
sponsors, cooperative study groups, and regulatory agencies. The investigator will be required
to submit a written plan or action for preventing future failure to meet SAE reporting
requirements. Once the plan of action is reviewed and approved by the relevant CIC Board,
the suspension of approval will be lifted. Unreported SAE’s that are discovered at the time of
not-for-cause audits conducted by the CIC staff will be considered as late reports for the

purpose of this policy.
7. 1ONA591994

7.1. ICH: Good Clinical Practice Guideline/ N8sAIuANY FIUINIUAMEATIUNTOINITHALEINTINTI
41571504 FUNATIN 6 WUNYT: NDIAIUANEN ATNIUANENTIUNITOMITLAZET NTENTN
#N5130a%, 2543

7.2. Standards and operational guidance for ethics review of health-related research with human

participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948

7.3. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.4. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.5. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.6. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6_The Belmont Report.pdf

8. AANuIN

e MU-CIRBOIEN-16  wuusiseumaideauuainlasessids (mmundngu)

e MU-CIRBOITH-16 wuusieaumsideauuanlasesndse (nwnlng)

e MU-CIRB 02-16 LUUUSELUNATI89UNNSID 8 UUINNLATIS I T


https://www.who.int/publications/i/item/9789241502948
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf
https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB01EN-16Protocol_deviation_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB01TH-16Protocol_deviation_report.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB02-16_Assessment_protocol_deviation.pdf
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e MU-CIRB 03-16 NUYUMIINANITNNTUITIBNUNTLTYUUVUNNLATITIITY

e MU-CIRB 04-16 lnanssunsuTeunsdosuy (Acceptance Letter)



https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB03-16_Cover_letter_protocol_deviation.pdf
https://sp.mahidol.ac.th/pdf/SOP_V.5/16/MU-CIRB04-16_Doc.Proof_protocol_deviation.pdf
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7.3. Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.4. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.5. International Ethical Guidelines for Health-related Research Involving Humans, Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.
https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

7.6. The Belmont Report https://sp.mahidol.ac.th/pdf/ref/6 The Belmont Report.pdf
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https://sp.mahidol.ac.th/pdf/ref/6_The_Belmont_Report.pdf
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PINLATINITIVY

IRB of Record azidui] Ansowdeysl unuves IRB MiiArdelimrudamiulunisfiansan
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of Record Tunsal full-board review

FINTLATINTIVEILVINNLNNT1897URB IRB of Record Lileanidtien tagldwuunasuvad IRB

of Record

Wmthiis Usedn IRB of Record agvihmiihiidndsdoyaiiiisndosiulaseniside nnudalsiiu
nn IRB AUszdrdwnuiiinadeaiiefuidundngu udaenarsiusedlasiniside uaznisiae
581379 IRB of Record fumiinlasamsidenitendilasunissuses auninasudslalasinis



ARIZNITUNIIRILFIIUNTIVETUAUYANANY U INaENling MU-CIRB 24/5.0

wuIneNsUfURdmsulATINTIReanwauswaa U

aelunminerdeuiing Y
_ nii 193 a9 213
Protocol Assessment for Multicenter Research

in Mahidol University

v
[ %

4. UNUNUU

ADU N1SALTRUNIT KASHSURAYDU

Y

Tunay n1sALung HSuRaYau
1 ANSSULBNETTEATINIT LML Us2an IRB of Record
2 A1SNITUNLATINITIFYNDULSUAWIUNNT IRB of Record
3 A5ARAINTATINNTIFENAI AT UNITSUTD IRB of Record
il NSLAULENETTIATINTT LU Usean IRB of Record

5. UYURDUALUUNIS

5.1. nMswaseu1susedlasenastud (Initial Cooperative Review - IRB of Record)

5.1.1

512

513

514

515

5.1.6

v o

ANENTIUNI5A58555UN153 98T uANUTETdIUIIUT WA nd 1 lATINISATedana n3e
ANITUN1TITE5ITUNTITeTuAuYAnatlunsdindruaunimtnlasinsisedeindle
LAIFIANIENITUNTISUSTTUIUTET@INU vIminidu IRB of Record

wanilasin93de Wudvimifiauelasinis sieauanuinamg wagsenudu 9 6
IRB of Record 9uN313xa53qUN5IqY

wuuesNANg o Mianidlasen1TIeldlun1sAnaenu IRB of Record ABLUUNDIUUNRAT
ANYNITUNITITUFITUY Usedndrununseyanaraldlunisanduanumuund wudeadu
msaalasensidu single center, single disciplinary study aly

aa o a a d' [ [~ aa d‘ ) a 1
A8N19A L HuUYBIANENTINNTITEETTUY MTU IRB of Record tuignsiaAiunisey
ANUUNG AILFNITHTIVFBULONANTIATINTIVNY NITIATHALATINITIVGY WALATLUIUNITADU

[y

JUUsEY (preboard preparation)
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5.1.7 Usenannisnansan

® Exemption Wag Expedited review: IRB of Record azﬁﬂ%’auﬂaﬁﬁmﬁﬂmqmﬁ%’aLaua
ulvidudsgsuemn IRB MiAeates niouuuudseiiuiioasmuiiulazdanduinds
IRB of Record melurianfitivunnis SOP 984 IRB of Record Liie5IuUs A ILLLES
FOWINUIIATINIGINY LAgUIEEIUDIIAUTUNITNUNIUNANTUINITAULDY NIDNBUNUNY

THNSSUNSANTUNTUNUANAULLNZ AL

® Full-board review: azdsayaniviilasinisideiauaunlvnulsesiuvemnn IRB 7
fAeades nieuwuulssifiuiiondnnuiiu uazlyusesumseunudisinussyuniy
A TuUseyuves IRB of Record tioadusguarasuilunsiiansan

5.1.8 IRB of Record 2¢@mbi U151t I11u11A59n153 98U UL LalATIs 193 T8n 1 uLR IRy
NISUATY AUATEIIEILNTOIANISSUTRILA

5.1.9 IRB of Record ALIUN1590NBNATTUTDILASINITIFY Lae @ ukuuLena@nssused MU-
MOU wiensendeya avfitenanssusesvzilulunuisnisunfivesnnenssunisasesssu

[y

7w IRB of Record 13asdnunafiosiulasanisdu o e “MU-MOU” dntiaud

o [y 4

LAE155UT9 (MU-CIRB 01-24) dodududnwel

o

a o/

5.2. nMsiansanenuiiteauaunenddldiunisiuseuda (Follow up review)
Usenausie
® Progress report (lunsdlfirgnssumsiludlvdsenuanuinnivesnimn e )
® Annual report
® Protocol amendment report
® Serious adverse event report

® (loseout report

521 wanmileasans3dedudaniiunisiauese IRB of Record lnglduuunesuun@ives IRB of

Record

522 @A NdUNITNANTUIRINISnsAmuualily SOP ¥e1AuensIuNITasSesIsuNdy IRB of
Record lngdadayali IRB eI iuysuiiy

523 N1599N0NAITFUNIIUTIENUAI 9 NnYia (Acknowledge letter) Tiidulunu3snisd
uualilu SOP vesmmuznIsuN93esssu 7y IRB of Record
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dydnwal
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TvRdemiuni1531e% IRB of Record Ineiidaulumasalul

Y
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Tunsalilaifivuide IRB of Record liifiasdnasssuiiley
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5.4. anusuiiavausamansallainsUssasaniiaduluwdazanidu

WuarusuRaveuvesduaudy ninidu Multisite Research Project L0um314

SuraveuvasanUusuAs a3y IRB of Record

o a
. ATUYU
Tasenisideanwasnyaaaitu N5UTEYUAMENTIUNITY UonuiloanNsUsEguaUiuaUng
(Multicenter study) Jumau Urgent / Special Meeting waznannisufjifaziluluniuy
wwInanel3luasatunsunsgu
Multi-Site Study 1A59N153987191A9138LAeNY waniunislunaleniiedde
TunSouiu lngonafiminiauyIdeiiesauiie?
Multicenter trial A Clinical trial conducted according to a single protocol but at
91999910 ICH GCP E6 (R2) more than one site, and therefore, carried out by more than
one investigator.
1’4 a
. LBNEATI91N9DY

7.1. Standards and operational guidance for ethics review of health-related research with

human participants. World Health Organization 2011,
https://www.who.int/publications/i/item/9789241502948



https://www.who.int/publications/i/item/9789241502948

ARIZNITUNIIRILFIIUNTIVETUAUYANANY U INaENling

MU-CIRB 24/5.0

wuIneNsUfURdmsulATINTIReanwauswaa U
aeluamInendeuiing

Protocol Assessment for Multicenter Research
in Mahidol University

9N 196 Va9 213

7.2.  Guideline for Good Clinical Practice E6(R1). ICH Harmonised Tripartite Guideline. Current

Step 4 Version, Dated 10 June 1996. International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for Human Use.

clinical-practice_en.pdf

7.3. World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects. http://www.wma.net/en/30publications/10policies/b3/

7.4. International Ethical Guidelines for Health-related Research Involving Humans, Fourth

Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

https://sp.mahidol.ac.th/pdf/ref/CIOMS2016.pdf

8. NMANUIN

e MU-CIRB 01-24 LBNANTIUTBILASINISINY MU-MOU


https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r1-guideline-good-clinical-practice_en.pdf
http://www.wma.net/en/30publications/10policies/b3/
https://sp.mahidol.ac.th/pdf/SOP_V.5/24/MU-CIRB01-24_COA_MU-MOU.pdf
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6. AHYY

N15188ud1529 (Survey)

AMZNITUNISLEENETTID

HUNTSLEEUENTD

(Survey Plan)

7. 1BNE1591994

NM5UTELNUN TN NVDIAMENTINNNT TUATTNANTANSUTN

Tasimsivpednaduszuy Wensimwigunmieaalusdla

The activity of reviewing ethical review practices, usually those
of a specific EC, in order to analyze and evaluate those practices

with a view toward quality improvement and transparency.

nauyaRaniANLkazUszaunsalludiunsiamamnw danusly
N385 TIUNMTITEIUAULA N MINe AT SIuvIatnle
JEUUNIIUTDIAULNTTUNITITEFITUNTITEIUAL a1unsaNae

doanshvideyaunAnenssuns iiemsiwununInld

Independent surveyors should have experience in working with
quality evaluation, preferably within ethical review systems.
They should also have demonstrated communication skills and
preferably experience in education; should be thoroughly
familiar with the requirements, practices, and needs of ECs, and
they should be knowledgeable of the legislative and regulatory

framework in which the EC to be reviewed.

wuunirualisrminlneaueldondi felaussaunuuas
ANANUANENTTUNTISINIESUNSIEUE1929 a1t Tneiurus
N52UIUNTT NENEINTRINTU way srezinanlunisaiuns weli

N ° I3 a o °
ﬂ'ﬁLEJEJlIa'ﬁ'Jﬁ]LTJTJI‘IJI@EJLﬁEJUiaEJGﬁQGnﬂJﬂTVIUW

A plan setting out the specific practices, resources, activities, and
timelines relevant to a particular survey and evaluation. The
survey plan should be drafted by the independent surveyor and

communicated in advance to the EC for agreement.

7.1. Surveying and Evaluating Ethical Review Practices, a complementary guideline to the

Operational Guidelines for Ethics Committees That Review Biomedical Research, WHO 2002
https://iris.who.int/handle/10665/67360?locale=es
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7.2. Assessment and Recognition Process: Self-Assessment of Ethics Committee

(EC/IRB). SIDCER Recognition Program. http://www.fercap-sidcer.org/recog.php

(Accessed 30 November 2014)

8. NMANUIN —
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5. UYURDUALUUNS

5.1. AMUFUNUSITZNIN9 MU-CIRB AU CREC

Wosnnuminerdeuding ldsiunuliasuuduanitunifludennasarusiufielunis
NI15U15UTDILATINNTIFTUAULUUENEDITU NUANUNUANENTTUNITIVELIIH AU AMEATIUNNS
939555uMTIeluAu MeluurIne1deuinaldadlanudunusiu CREC fadl

e NIIUNITVDIAUENTTUN3U555UNNIV8TUAY VoI TUNAT A SUNITTUTBIRIN

SIDCER/FERCAP azlasunisusesalmdunssunisiasu(Alternate member) 983 CREC
5.2.  N15N15UN5UIaelAsINisIagluaY (Initial Review)

1ATIN1539 8k Uvanan Ity ebdulasen1sivean1eyi 919158 Wna4e 3 nd1u1un

VA o 1Y

AMZNIIUNNTITETIIUNITIVE AU IUNAN W Ineduuding Miugua \Dud3dendn / fides
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CREC laszyUsziannisnansunsusedlasanisideluauld 2 Ussian Ao n19iansan
1ATINTITILUULT AU (Expedited review) 1iluads CREC 06/v2.0 hagn1siansanlagnssunisias
A (Full board review) L3luata CREC 05/v2.0 8auwinen1saniineue

[

mMsie1sanlaenssunIsiings (Full board review) andunaasiiasusou feil

5.2.1. CREC 9@ HAUNSAIlATIS19NNINY 18NA1STNET09 kazkuuUsediu local concern
(AF CREC 09/01) Tsifuga1dunia

5.2.2. Walasuenanslasan1sann CREC WIMTNN® amstdousueanals #si19dauLaus
Uszsua Aosanlunuuysediu 3nvinannungtinginnuiu Lazenasaindu CREC
ANULIANNAUA
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A15N15U11ASINITIBUUULIIAIUY (Expedited Review)

Yunau n13AHUNS HSurnvay
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ANIENTITUNITNAN
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5.3.

A5NTNEIURA b ULANTASINT5I98 (Protocol Amendment)

CREC loiszyTunaunisanduauliluiide CREC 09/v2.0 Ing CREC 98andun1siansun

VUM 2 LUU AD N159151LATINITIT8MUULSINIU (Expedited Review) kazn1siansainlaenssunis

@ . =3 v =3 [ & 1 [y} a a 1 [ d”
Winye (Full Board Review) aufisnislyiananiiususeswselisusesaadunifasidiusy fail

5.3.1. CREC wiswasaao1vunaniglu 5 Juviinns

5.3.2. Wednnu lasuenansdiuiunluiianinain CREC dzamaideusu aviaasulendns
ieuaUIEsIUY / gNUsysus Neuning nuniu Juses dnvihmilsdensundunielu 2 Ju

N3 waUITIUTEYUANENTTUNITY NN U

vVa v L3

53.3. hifinsszyliandunflasiuuaninnudniiu wigideaunsagnsainanisiiansanves
AENIIUNINANtANTelY 30 Tundsiuasui

WalATINITHIUNTNUNIY Lag5SUTolAgAENITUAIINANNIITUIDIUTTTUAITIVY (Central

Research Ethics Committee) 114 CREC @948na@151A59n157 LAsUn15Us e uns1sUsed Lananssusad

v 1 v = Y a « a 4 v A a v v v A = [y
wiouunuduiindeyalusudiannsednd (CD) Winssunisv MAvItes 1wy amzideusuienans
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5.4.

A1SNRITUITIBUANMNAINLNVB9IATINN5398 (Continuing Review)
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AorIdgaran iunIA TiuvieiiiunisseatglenatsiusesiviaTiay 1 1

5.4.3. CREC @8N@1351841UAUNINT Y50518UANNAIMELaEAB1E W1Ad1Tnau
WA amedeusu laueUsesu ¥5eNUsEs1uY weuvang nuniuwayling
$UT89 viT05UTRMALABDNY COA UAMIUITTIUTTYUANENTIUNTY
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v
N 1
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5.4.6. AMEAUNTIUNITATIGLY (Site Visit Committee) UsENBUAILATIUNITHNTIAMIA 2

IUINADIVUNA LAZAILNUIINAULATTUAITNAN 1 11U (CREC 17/v1.0 K10

118/161)
VunBU n13AHUNS HSurnvau
1 AUUATUNADIFITIHIIUAINNNNINUIVDINTIVY ANZNTTUNITNANG
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2 LAADULAFITIBUAINUAINTNVBINITIVY IMUNINFIUNGIU
3 SUTNEIUANUNINLIVDINNTITY LNAUNNFIUNGIU
4 | 53UTIWINUNUANUN IV ILALLBNETIATITINS IMUNINEIUNGIU
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TasunaUnINg
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! LALLM NENUNITU
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‘ﬁll']: MNLeNE1T SOP U89 CREC
a =1 -4
5.5. mswa}'ﬁzmiflm']umqnﬁm‘luwaﬂizaaﬂ (Adverse Event Report)
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3) BUNTTUATT SAE 909 CREC NUMUMANMINNIATY LaUBsBAMENTTUNITNANTIDL

IS [

G
e JUNIU (Acknowledge)

o Sunnuuasiiveausiuglaglinealdsuniasenals (Acknowledge with

Some Suggestion but No Need to Change Documents)

o dufudpdinisuiulsaenaslasinisivy wu 1nsesnaide nansTuas
;3"358 vJudu (Need Resubmission of Documents such as Protocol,

Informed Consent Form, etc.)

o S2fuMsITedIATN (Suspension) visegAnTTuTBInOUMMUA (Early

Termination of Approval)

4) CREC wiadlufinananidenusatnide wagnnanidunianielu 5 Juiinisduan

5.5.2. wan1salliifsuszasdieuseiuanaaitunia

wnnsadlifssyasseussuenantiunmd suravensaifiasdeinaadu
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Reactions, SUSARs) 51891uUKan15UseIiuanAnenssunsteyalazaulaansizves
1A59N15 (IDMC/DMC/DSMB) 81n358n15 SAE 484 CREC %wmum&lmizﬁﬁlﬁmﬁu
\@ueroAMENITIAITNAN pasNAwAi U 26.2.5.1 ududsdetnidunasyn

a

anvunanelu 5 JuvinnistuanJundud
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wInedeuing mduaua Tidiiun1snid MU CIRB 16/4.0
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Tunay n1sAiiung HYuRavau
1 FenumsnNsallifiaUszadsIense A338 Ratuayunsivy
! wazANYNITUNMTUTEINEUY
2 | mumudssiiunenumgnisalldfieUseadienss | augnssunsusenantdil wuynis
l BUNTIUNT SAE
3 fArsan Ul sEYUANENTIUNITNANY BUNTIUNT SAE
! ANZNTTUNIINANEY
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5.6.  N15WATAUTIBMUETUNAN15IFY (Final Report)
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UBUMLNENUNIU ATIRE0U IN55UT09 UITIUTEYUANENTIUNITY NN IU
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5.7.  msbivfufnudeniviua (Non-Compliance / Protocol Deviation / Violation)

CREC laszytunumsaniunuliluive CREC 14/v2.0

Y VA v ¥

5.7.1. Wgduudamsliufifniulasesnide (Protocol Deviation/Violation) siaanenIsunTs

Y

938555uN I luAuUsTIE UM ANAUFInAngle 5 Tu

5.7.2. WwmvesnaenIsun1sasesTiumideluaulseiiandunid laueisewieusesun
w3aRNUsEeIw wouning nelu 2 Twihns Weasrnuiuaslusuuysadiy Ussiliu
AF CREC 13/02 uaztii309912152Ussgunnznssunis vesaadunifiioadnanuiu

TneguiuaNuTuLasran1sal kagaudlunisiamenisal deseluil
e UM (Acknowledge)
o Sunsiwegsiitouly (Accepted with Conditions)

o FadoyaliuiAui oundunniiatsanlng (Need More Clarification before
Decision Making)

e PRlYINIRTINTUAN NIV (Need Site Visit)

o Faludnnsuszynaniduiiesanidunisdiflusgnsiouss (Need Emergency

9 9

Meeting for Severe Violation)
5.7.3. aonvunAdsnanisusediuliun CREC ety 5 Juyng
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3 wdeseauliuf UReuterivunug ANENIIUNTUSEIERITUATA
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AMZNTIUNITANUIENTYATS  wunede AuznssuNsewensyalfduasunisAnuideluaulu
Uszelve Wuauenssun1snusenaumig Usesiu AnensIunIg
A15938555UN15398TUAUYBIADITUNATN AIUINAY AMENTIUNIT

Weuiad wazaniununeglavedefuyails

ARIZNTTUNITUIMNTYALS NUBNe AENITTUNMIEWIBUIISYATSduaSuNsAnvIdeluauly
Usznelng wianalpepugnssunseuiIenIsyails

AZATIUNITNANG PUIYA Y AUENTTUNITNANINANTUISY5ITUNISITE (Central
Research Ethics Committee, CREC) kA9 aLAgAMNENTTUNITUSUIT
Uaild

dn10unIA PUIYDT UNINYIAY NTU NTENTI LSINYIUIA UIDBIANISNAIUY
Tutannasnusiuilalun1sRiaNs 385UV WU UANADIUY

[y Y

AUENITUNIIUAENTIUNITIVYLIAIYIR

7. 1NE1591994

7.1. ICH: Good Clinical Practice Guideline/ Nne4mIuANYN d1UNMUAMENTTUANTDIMITHALY
NITNTIEAITITUAY RUNATIN 6 WUNYT: NOIAIUANET EITNMUANENTTUNITENNITHAZE

NITNTNEAIBIIUETY, 2543

7.2, wUIN9asesssun1sindsslusululsemealng w.a. 2550 susuasesssunisyinissluaululssine

Ing nyanne: Iseiuuieguiadnsal, 2551,

aa o a

7.3, FAuHUNTUIA§1U (Standard Operation Procedures) AfgNITUNNTNANNINTUIRILEITUMNT
A38lumu Central Research Ethics Committee (CREC) version 2.0, date 1 n3INHIAU 2557.

8. AMANUIN -


https://sp.mahidol.ac.th/pdf/ref/WHO%20GCP.pdf
https://sp.mahidol.ac.th/pdf/ref/Guideline_English_FERCIT.pdf
https://sp.mahidol.ac.th/pdf/ref/Guideline_English_FERCIT.pdf
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