Researcher’s Responsibility

Professor Juntra Karbwang Laothavorn MD, PhD

SIDCER —FERCAP Foundation




Learning objectives

Q QU

'mzwﬁ’ﬂﬁwmmmmzmm%’uﬁmfammuﬂfi t

9 T

* MUUATUADUANNT URAAFDUUDIFIIANLUANA NN




i ludasrienanisdjuanisisena GCP

=> uwfjue GCP "LmumswwmLwaiﬁLLmLIa]dﬁvl@Tﬁﬂws
N ILEWALE1 IS UAAURaRNILINNSANLAUANTISUNIAEEN LiNe
ﬂﬂﬂaawaﬂiﬂmmmzm’mLﬂuaQmmaammaum




ICH GCP — Principles

1. o sduinnenHaann R zaaas adNURANNNTITUTITULAIA1U TN ¢
wadsnuaziinlyann GCP uszdarmuavassniduungnansfingadas

7. Medical care by Qualified physician

2.  AanSUNNTIY AINIDNTITNRINTZARINANULRLILAZAN LU RN

srinsfsAatun Ly lominanaintianaadaslumids vuasasnuazlasy 8. Qualified Investigators and supporting

ﬂ’m‘%ﬁmﬁ%‘”ﬁua:@‘hLﬁ%ﬂ’]ﬁ'ﬂ”ﬂ@iavlﬂmww:mrﬁﬁﬂsﬂwﬁﬁa:"L@Ta?mfmhﬂ”u staff
ANULFEY 9. Obtain informed consent
3. &nd mmﬂaa@n‘”ml,a:ﬂ'nmLﬂuayjﬁﬁmaommaﬁmlﬂuﬁa@%ﬁﬂ”mﬁq@ﬁms 10. Well Record of information

o R K = o < ~ 6 a 6 o
AUITNLACAITVAITNRIATY L‘ViuﬂﬂﬁZIUﬁ%ﬂﬁd’)ﬁ’]ﬂ’]ﬁLLﬂzﬂﬁziﬂﬂj%T ANIAIREN

& A=

" . o o 11. Protect confidentiality
4, mimagamﬂﬂnmiuwmLLa: non-clinical vasnaanmesinlslunny

%”ﬂmﬂwaLﬁﬂ‘naﬁuagumﬁrmaaamaﬂﬁﬁﬂ 12. Product = GMP

5.  myMneadtinaigndaianaunanimnsuazidonliagazidsataiaulu 13. Quality system to assure quality of
1A39M3398 every aspect

6. anduiumadeneadiinlaslidediessniamadatinualu
lasimaidpnldiveaud@nnnisunsaiosssu

SIDG

Globalizing Ethics for Health Researci : 4




Researcher’s Responsibility
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ICH Good Clinical Practice Guidelines
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Investigator
(ICH E6 GCP 1.34)
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Investigator’s Responsibilities
(ICH E6 GCP 4)
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Investigator responsibilities timeline
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Before the study
Qualification and Agreements
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Before the study
Adequate Resources
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Before the study
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During the study
Screening and Recruitment
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Informed Consent
“Freely given”




During the study
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“The medical care given to, and medical decisions made on behalf of,

subjects should always be the responsibility of a qualified physician
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During the study
Randomization and Unblinding

IRB/IEC
approval
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During the study
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During the study
Premature termination or suspension
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After the study
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After the study — Archiving
(ICH E6 GCP 4.9.6)
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1. Politics without Principle iawn1sidiaslaslsisivannns

2. Pleasure without conscience %1ﬂaﬁuamaﬂsquﬂﬂ1ajﬁ'aaﬂ

3. Wealth without work ’3’1’5’3ﬂtﬂ%aﬂ%ﬂﬁﬂﬁlh\l@ladﬂﬁd’]%

4. Knowledge without character amawgummaLL@Iﬂﬂ&JﬂS:WQ?\Mﬁ
5. Commerce without morality aaalaalsisivandasssa

6. Science without humanity ?mﬂmam'ﬁaﬁgﬂLwivla\ia‘iﬁssa\luﬁamgmf

7. Worship without sacrifice yzgsgaualssimsidaaas




‘Science without Humanity’
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Conflict Of Interest (COl)

6 Y A 6 A di ai o U
What wsuslemiviudendasanumsniniedonlaivinlinis
o A A A A @ & @ .
aagulavaslaandwinenunadseloadnan (1w aa

andesveInTide) duwildunazlasuninaatanu
COI? arnualszlosises (dunsdu duyana wie
846N3)
»F ¢
< Modified from Thompson DF. Undersstanding financial conflicts of interest. N Engl
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A conflict of interest is a situation in which financial or other
COl personal considerations have the potential to compromise

or bias professional judgment and objectivity.
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The Interest

®The Researcher’s primary interest: the integrity of research
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Why does COl matter in research?
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Bias

Bias can be too subtle to recognize and too difficult to control

— How research questions are selected and framed,

— The choice of research design,

— The selection of research participants,

How the data are collected, analyzed, interpreted,
published

Bias may influence




Type of COI

Tangible Intangible (Vague)

* Financial relationship * Academic COI

* Academic research + commercial * Appointment, promotion, grant
interest

* Relationship
* Financial payment

e Commitment

* Consulting fee
* Gift, trip etc.
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Financial Conflict of Interest

* Unacceptable risk that primary interest unduly influenced by secondary interest
* Conclusions may be biased
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Studies Link Popular Diabetes
Drug to Risk of Heart Attack
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MANAGING CONFLICT OF INTEREST

Recognize
Col

Analyze . possible affect of COl on subjective decision making
Col e Subjective decision that could be influenced by COI

Control e Disclosure, not participating in some activities

Col or totally dismiss from activity, additional
oversight etc.




Conclusion
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