Training for Trainers

in Human Research Ethics for Biomedical Research

UNTINYINYYTN

UOUIU b

MU-CEE[:

Center of Ethical Reinforcement for Human Research



Relationship of Stakeholders in Human research

Approval vs Research Institute/
Disapproval Internal Sponsor

Initial & \

continuing External
review Sponsors

Y Institutional
Review Board Researchers
IRB Staff 1R Board )
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® Nuremberg Code (1949)

" Declaration of Helsinki (1964,...2013)

® The Belmont Report (1979)

" CIOMS Guidelines (1982,1993, 2002, 2012)
" |CH-GCP (1996)

“ Standards and Operational Guidance for Ethics Review of Health-Related Research
with Human Participants WHO (2000, 2011)
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Sequence of changes in ethical guidelines & law

e Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants

* World Health Organization (WHO)

- International Ethical Guidelines for Biomedical Research Involving Human
Subjects

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

e Declaration of Helsinki
» World Medical Association (WMA)

e The Common Rule
* Notice of Proposed Rulemaking, US Federal




THE Common rule

CIOMS guidelines

" ANVUNYUBITFUIAANIFOLITN

* finavaruldiuasfns/mirenuniu
NeLUEU FwA - FUNUINNUILINUYDS
IFUIREANIF

* aduagAlTNNAIua 1991

" JSUNBann15EU8d IRB lUNISHRIT
FUTD bUU L3 exclusion & exemption
criteria NI 1UADIVONITSUTOIN IRB

" AUAINSURAYRUYRINNI98 LUN1SAAU
ALARULD

" JSUNTLUIUNNT informed consent

" nfinanantaensdsdnsunisigluaunily

" fn1susuldsuduszusine Lrviuasly 1082,
1993, 2002, 201”2

" WY social value, community engagement,

public accountability, conflict of interest

" LN E S UNNSITeNg LU N9 LN
UNDU LU ﬂqﬁaﬁﬁlﬁi‘% stored biological materials

and health-related data bb81& online information, research

in disaster situations, Implementation research




Standards and Operational Guidance

for Ethics Review of Health-Related

Research with Human Participants —

q . WHO 2011
THE Common rule CIOMS guidelines
= annisassienuresindSelunsaiidy " USuludiunnNe199nUAMENSTUNISISUTITY
| v [~ a
expedited review s?quﬁﬁugjﬂ intervention LLé’g guideline 2, 3 LU guideline 23 IWJL‘WM “accelerated
LARDLLE follow up review” TUVITUBILALINY expedited review LAY

. RTHY “exemption for review” oA
- VYIINIININUALLE (ﬂTﬁU\‘iﬂUSLGUﬂQ‘MﬂJ']ED

N " internet research,
d@113U clinical trial Vlﬂiﬂﬁﬂﬂ’ﬁ Vlﬂ’]L‘LlUﬂ’lﬂu

" epidemiologic study,

an1UWITeTunzitou FWA winfleuiulagh = observation of public behavior,
TUNULUAINU ¥ health systems research
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Mandate that U.S. institutions engaged in cooperative research rely on a
single IRB for that portion of the research that takes place within the United

States, with certain exceptions.




Standards and Operational Guidance for Ethics
Review of Health-Related Research with Human

Participants - W

HO

3 changes in edition 2011
I. the fifle - to reflect the purpose of the document.
2. the importance of a systems approach to research ethics—

alluded to in the

first edition of the book—has been further

elaborated, and expanded to include and delineate the role of
national governments and relevant legal and regulatory

authorities.

3. the scope of the document has been enlarged to include all
health-related research ethics committees, whether they review

biomedical, soci

al science, epidemiological, operational, or

health systems research.



WHO - Operational Guidelines for Ethics Review

Version 2000

. Objectives
2. The role of an EC

3. Establishing a system of ethical
review

4. Constituting an EC
5. Submitting an application

Version 2011

Standard 1: Responsibility for establishing
the research ethics review system

Standard 2: Composition of research
ethics committees

Standard 3: Research ethics committee
resources

Standard 4: Independence of research
ethics committees

Standard 5: Training the research ethics
committee




WHO — Operational Guidelines for Ethics Review

Version 2000

6. Review

/. Decision making

8. communicating a decision

9. Follow up

10. Documentation and archiving

Version 2011

Standard 6: Transparency,
accountability, and quality of the
research ethics committee

Standard 7: Ethical basis for decision-
making in research ethics committees

Standard 8: Decision-making procedures
for research ethics committees

Standard 9: Written policies and
procedures

Standard 10: Researchers’ responsibilities
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submission

Turn
around
time

" Serious
Clinical

Tl Adverse
Register Event Report

Progress Close-out

report (Final)
report
at least1/year

Keep as
iInactive
protocol for 3
years before
discard

Protocol
amendment
- Protocol deviation




Research Oversight

4 : h e Modity
e Provide information
treatment sheet

e Corrective plan e Re-consent VS.

new subject

_ Adverse

event

- )

e Sending
notice

& Renew COA

e Turn to inactive
e Plan for discard
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Useinnanuiagluay

MB9IYDNITIUIDIRIN IRB

" AN539UN19AGTEN

" 1IN IARUAENT

" N1539UN9TIEINYN

" 538N Asdenaiiiuanay

" M533ulasiiutoyaannvssiieu
" AN59ENNTLUINING

" N1539UNIAIYAIAN S LAZININE

" 5N NEIANAERS

=] = =
ADNVUNSLUYUN publicly availa

TCTR

Clinitrials.gov

database

Drugs Phase 2 to 4, cells and other

biological products,
Surgical procedures,
Radiologic procedures,
Devices,

Behavioral treatments,
Process-of-care changes,

Preventive care, etc.
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Ethical Guidelines

Declaration
of Helsinki




qu‘fiuﬁtl@\‘i Nuremberg Code

" 9ziiuseanuadasla LazaNUaonuuainsIun1sIvY 1eeain
nRdelugatiuegluaniunisalasesiu yaragndsduliiinsiunisidely
a111507nUule UaziindunTIeRaNUNTINNTITEYINININTT YTeLEeTIn

u Lﬂammﬂaamﬁmaq;EL%’]?"J&J%’&J ANSYINNTSILAUERINAaDINDY
ANLNUN5IF8 luAY 6??\'1L{‘Jusﬂﬂgmmaqﬂizmumﬁ%’amq%amnwsj
1IAELRNIZNSITHELALIYN UNTLA AL AIULNDLN - ICH GCP (International

Conference on Harmonization of technical requirements for registration of

pharmaceuticals for human use - guideline for Good Clinical Practice)
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Qmﬁu%\‘i Declaration of Helsinki

" UBNVOULURVDINITIENITINITUNNE NATOUARNDY identifiable human material
and data WAzl IngUszatALiiD amMAYBINITAALSA WWIN1TITAdY N3
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fgmﬁusuaq Declaration of Helsinki

" AudUUsTEr I awnmduariUog a1alinansenusanisanaulainsunive
YDIHUIY — INUNUNTTUIUNSTYVIU Lazvenuugaulngligdu (trained
personnel) INURUINLNY

" 913uEnIANERYaNlUNSIUNSNNRe e LR p9aaunululenals (the non-

written consent)

[e] (%4

" ANSHAMEATINNITITYTIIN INRTNNANAUALALATINSIY
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Clinitrials.gov
Thai Clinical Trials Registry -

TCTR
- J
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Change in Declaration of Helsinki
version 2013

= Add necessity In education & training in
research ethics for investigators and research
ethics committee members

= |ncrease fransparency in
= Research Ethics committee’s function

= Conducting research —register in publicly
available database before recruiting the 15
subject, submit a final report containing a
summary of the research findings and conclusions
to ethics committee



Change in Declaration of Helsinki
version 2013
Address more in human subject protection

= Before: informed about post trial
protection and information about research
result

= During: close monitoring and responsibility
for research-related injury

= After: obligation of sponsors, researchers
and host country governments of
provisions for post-trial access



The Belmont Report

=Respect for person
" Beneficence and non-maleficence
= Justice




The Belmont Report

Recruitment materials

® Respect for person " NSRRI TN
- ansnluanuluay " nsveAuBugaNiion1sTInnTIde Tne
- Undeagiilaiananga - Tidoya
saaulalamunuLe - sﬁayjaﬁ?ué’fam,%’ﬂadw
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Information sheet &

TuNIS159UNSIY
Informed Consent Form
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NSLHTUULBNEATTUILVITININY

" 9N BUNeNY 7 U Aoslonansunaigunasedsiueie
" 7-12 fenansdmsuAnNLeNA1amIN

" 13 - 17 aswdluatugunasesle

" LONANTTLIINUAL — NA initial review
" nIUUTULAT9919998 NUNANTENULAERTIRBRINTINIY

" nsadinmnnsallidiisszasnnanenIsUNTUR LRI 5303

v

- Consent Form Addendum

- Re- consent
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Respect for Person

Consent
beyond
basic

= Waiver of informed consent/ waiver of consent document
= Privacy & Confidentiality Protection in Infernet Era

= Risk & Benefit Assessment
= Type of review according to risk categories: Exemption,

Expedited, Full-Board review E)éempc;rifr)nd&
- . xpedite
= Additional Safeguard for Vulnerable Subjects criteria

= Subject Selection & Allocation



The Belmont Report

Beneficence & non maleficence

" Mg sIdeasiduliiiie B Jso SulontaiianleSudse e
Uszlovusiogiinaaun1side/ NUAVDINITIVY TIANAINUAIIY
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Full Boara
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The Belmont Report

Justice

" BANAIIUYATITY
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Additional safeguard for vulnerable

subject

o Lﬂmsﬁmﬁﬁ’mLﬁ@ﬂﬁfi’fﬁamﬁ%’a

" LAMATSARLYA (inclusion)

u s g .
LNEUNNIIARN B DN (exclusion) Withdrawal criteria

- ’Jﬁﬂ’]’ﬁﬁﬂJNL“U’]’ﬁ’JﬂJﬂ’]'ﬁ?"\]EJL“U’ﬂu
LL@@”ﬂﬁﬂWllﬂ’iUﬂ’]S‘UgU@Vl
LANFINAU (Subject allocation)
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" \Autayasgaduszuussidou " §AANE/NE5ITUYA
" duAudie 930652 " Jayasilua
= laigayme = ufuRaliag - nsnaumy

= f5zuurindiun (back up) " NSATEUYAAINTLNDAIUGIEY
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