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* Biomedical Research vs. Clinical Research
* Rationale of Ethics and Integrity

* Priciple of Ethics in Clinical Research

* Legal Regulations

* Mahidol University Supporting Systems for Research &

Academic Integrity
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The drug discovery value chain. Estimates of timings and resources based on chassical small molecule drug discovery.
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The Belmont Report

Ethical Principles and Guidelines for the
Protection of Human Subjects of

oot B0
==

The National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research

April 18, 1979

Video: “Research Ethics,” Professor Robert Levine, Yale University, Aug 16, 2011
(http://www.youtube.com/watch?v=jD-YCDE Syw)
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Declaration of Helsinki

Recommendations Guiding Medical
Doctors in Biomedical Research
Involving Human Subjects (1964)

“Concern for the interests of the subject
must always prevail over the interests of
science and society.”
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The Belmont Report

Basic Ethical Principles:
= Respect for Persons
— Individual autonomy
— Protection of individuals with reduced autonomy
= Beneficence
— Maximize benefits and minimize harms
= Justice
— Equitable distribution of research costs and
benefits among subjects
The Belmont Report:
Text:

nih. html
Original Facsimilie: i nih.

belmont_report.pdf
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Examples of Investigator Activities: Is There
Research Involving Human Subjects? Exempted Research
45 CFR 46.102(d), (f) 45 CFR 46.101(b)(1)-(5)
+ +
= Obtaining information about living individuals = Exempted Review: Less than minimal risk
by intervening or interacting with them — Normal educational practices in established educational
A . q 3 i . settings
- Obtalm.n g Id.entl.ﬁ.able private information — Educational tests, surveys, interviews, or observation of
about I|V|ng individuals public behavior unless identified and sensitive
= Obtaining informed consent — Research using existing data, if publicly available or
Interacti ith subiect recorded without identifiers
= In era_ mq l SU. Jects l — Research on elected or appointed public officials or
= Studying, interpreting, or analyzing candidates for public office
identifiable private information or data — Evaluation of public benefit service programs
— Taste and food quality evaluation and consumer acceptance
studies
13 14

Expedited Research What Materials are Required by

45 CFR 46.102(i)
i | Your IRB?

= Expedited Review: No greater than minimal risk
— The probability and magnitude of harm or discomfort anticipated L PrOtOCO/
in the research are not greater in and of themselves than those 5
ordinarily encountered in daily life or during the performance of — Form, narrative
routine physical or psychological examinations or tests.
. . 4 . m Recruitment materials
= Expedited Review: “The List” — and involves, e.g.,
— collection of limited blood samples;

— collection of data through physical sensors placed on body; L ]ﬂf ori med consen t(S)
— collection of data from voice and other recordings, etc.
— non-IND, non-IDE studies originally reviewed by convened board ™ Data tOO/S

and there determined to be no greater than minimal risk and no
additional risks identified.
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Human Ethics Human Ethics
* https://web.facebook.com/mucerif/  * https://sp.mahidol.ac.th/ dufuinidandhumineduiisafiauereil
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Material Transfer Agreement (MTA)

Animal Ethics
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https://op.mahidol.ac.th/ra/research ethics/

wanms 3 Rs

wdnng 3Rs AsuuanelfiRveslidnfiienunsinenmanfliliuazlfiddednifoanuss
uazetheiiuymussm e Jsvessumssto

* Replacement: wanidzamsWdnilaglaidndu videlifiignmsdunaunu
« Reduction: dlesniusieslidng aslidadiwoutioniign Tnedpsnnuusiudraenasy

* Refinement: Wioddlubielddnd msimnnuiinlgdinisanaiiafidjimsedafitedednd
Widndlafuaaududen pnuiAiun uazanamnimsinulioniig saisiannanmwanienuas

aﬂ’Vuﬁfa‘nﬂﬁﬂm’fﬁmﬂmﬂuaqﬁﬁ 95usSSUVONINGIY 93usssulumsiay JM\‘H'J{V! Worwddy 9Susssumsdivlunu 5usSSUMSITUNNBINTSY
https://op.mahidol.ac.th/ra/research ethics ANIMAL/ .
funrisdowa158nd onus nundoy NUUBABISM 18=udou

ulowreumdnendouRing
Anima Care and Use Protocol
« VunoumsvomssusovvsusssulnsIMsATMsAIGuUMsAodASWONUNNINWaRS @m S
+ MU Appicatonfo  Permission of Animal Gare and Use: MU~ ACUFo1 B | A
+ MU Appicationfor  Permission of Animal Gare and Use: MU ~ AGU FO2 (Exemption Review) B | A :
. MU Appicaton for a Permission o Anmal Gare and Use: MU - AGUFo3 ) | A=
MU Appicatonfor  Permissionof Anmal Gareand Use for Teachng: MU~ AGU 05 B | A |

* i onilin suuwesu MU - Protocol Format: 2nd Edition (June 2016) ha: T

TR T8 nuuwosu MU - Protocol Format: 3rd Edition (March 2017) irndu ‘ N |
+ swnuncwinoniuailalAsIMsAIGUMSAOARSHONUNWSNEMARS (Progress and Annual Report) B | A
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* Facebook: https://www.facebook.com/pg/IAD.nrct/posts
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1D Institute for Animals for Scientific Purpose Development (IAD)
auoar National Research Council of Thailand (NRCT)
Home www .labanimals.net

* Website: https://labanimals.nrct.go.th
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« Biosafety: Protect people from pathogens/biohazardous agent

« Biosecurity: Protect pathogens/biohazardous agent from people
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Risk group
* RG1- low individual low community risk
- K958 y 15A7 Wi windin lududdiyuesnisidouay
ils fuluuds dawalih ol 34 evsan

- dosldsedunsmuny BSLL
* RG2 - moderate individual and low community risk
- fiadldszdunisnaunu BSL1 vile BSL 2 (Biosafety Level 1 uae 2) ifuagnui

® RG3 - high individual risk and low community risk

avvssduldluynnsd seau BSLL wde BSL 2 eraveriisanniinasmawudaiannsn
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Biosafety and Biosecurity
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Biosafety and Biosecurity

* PPE

* Facility Design

* Decontamination and Sterilization
* Waste Management

* Pathogen Transportation

« Spill kit and Management
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Granting Agency

Funding

Research

|
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Human Ethics Animal Ethics Biosafety Chemical Safety Plants Microbes

Progress Progress Update Completion Update
q3-12mo q6-12mo q6-12mo 6] q3mo

Amendment/

Deviation/SAE

Completion
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- 2-3 year certificate
- CITI Program: https://sp.mahidol.ac.th/citi-mu.html
- MUCerif: GCP/Famsuwnd/daauamans

Human Ethics

- 4 year certificate (§l4dn9)
- susulgantuimunnsdidumsdedadiiesuminemand
(@waa)

Animal Ethics

N - 3 year certificate (?)
Biosafety

- 3 year certificate (2 1é§un1siinausuagneasinaue)
MULabPass
- ausulay Cochem

Chemical Safety

- ausulay Cochem/NSTDA (wingnsitlésunisiusasiaunsuing=)
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Conclusions

*Human ethics

* Animal ethics

* Biosafety

* Material Transfer Agreement
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¢ Patent search
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Research Laboratory in Thailand

* “Tasan funsgruAnNlaeaiaasfiiimeadelulssnalng
* http://esprel.labsafety.nrct.go.th/home.asp
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ESPReL (Enhancement of Safety Practice of
Research Laboratory in Thailand)
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ESPReL (Enhancement of Safety Practice of <
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