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Human research etHics has developed in both
theory and practice from experiences in medical
research

https://www.slideshare.net/JoostGrootKormelink/history-of-human-research-ethics




Pre WWII Post WWII

Edward Jenner (1789)  Willowbrook (1950s)

) mentally retarded children were deliberately infected with
Smallpox Vaccine -
hepatitis virus

Claude Bernard (1865)  jewish Chronic Disease Hospital
Ethical Maxims (1960s)

| ouis Pasteur (1 885) a’?l;a:;;m?ll: gc;;i;jected into 22 senile patients

Rabies Vaccine , .
"Behavioral study of odedience"

3 Walter Reed (1900) Humphries (1970)
[ Yellow Fever Tearoom Trade: Impersonal Sex in Public Places

https://www.slideserve.com/yauvani/history-and-ethical-principles-jeffrey-m-cohen-ph-d-director-division-of-education-office-for-human-research-protec
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NUREMBERG DOCTORS’ TRIAL

Informed consent in human experimentation before the

Nuremberg code
Jochen Vollmann, Rolf Winau
This Nuremberg issue of the ‘l'heluueofethicsvdthmpectmmsdicdexpeﬂ
BMY comprises seven i during the 1930s and 1940s
papers in this special mcruchl-t!he" berg trials and related
section, editorials by trials of doctors and public health officials. Those
Jennifer Leaning and involved in horrible crimes attempted to excuse
Donald Acheson, two themnelvecbynrguhudntthmmno expllcit
personal views, four news rules governing
items and three book bdnplnGermnnydurln(theperlod and that
reviews. In addition, we are were not different
ishing on ﬁ-vmdaouhamedcounu'let In this context the
pp 1448-9 the Nuremberg Nuremberg code of 1947 is generally nprdedn
code from 1947 and the the first d to set out hical in
Declaration of Helsinki that  h xperi based on informed
was derived from it. All the New h, h y indi that
Nuremberg material is hi ‘htu“of' f d in guideli
available on the BM¥’s for h ised as
homepage: hup:// early as the nineteenth century. Thm gu.ldellnes
www.bmj.com shed light on the still conmdolu lnue of when the
P Of and
herap and therapeuti h first
d. This issue d importance
in the of to assess liabil-
hy-ndmponﬁbmtytorthe-buuofpeopleln
d d since the d
world war ln the United States, Canada, Russia,
and other nations.
First Prussian di ive on infc d Albert Neisser, 1855-1916
The introduction of scientific and experimental
methodology into clinical medicine in the nineteenth
century brought with it an i d for hod of syphilis prevention he injected cell free
«penmenuuon on humnn subjects, lecuhrly in  gerum from patients with lyphllu into patients who
logy, logy, and ph gy. This were admitted for other medi diti Most of
research was done mainly on patients in hospital, often  these patients were prostitutes, who were neither
without their consent, under an “ethos of sci and  jnfc d about the experi nor asked for their con-
medical progress.” As a result of injury to some patients  gent, When some of them contracted syphilis Neisser
bjected to herapeuti h, h s luded that the “vaccination” did not work.
versy and public debate ensued about the ethics of However, he argued that the women did not contract
human experimentation." . syphilis as a result of his serum injections but contracted
In 1891 the Prussian minister of the interior issued a  the disease because they worked as prostitutes. Liberal
directive to all prisons that tub lin for the blished these and other cases, triggering
of tuberculosis “must in no case be used against the public debne
patient’s will.”* But the first detailed regulations about Most academic physicians at the time supported
non-therapeutic research in Weuem medlcme came  Neisser. An exception was Albert Moll,* a psychiatrist in
from the Prussian minister for reli private practice in Berlin, who collected in his
and medical affairs in 1900. They were issued after Pkyncwm‘&hmmmm of unethical non-therapeutic
critical public discussion and political debate on the on h and hasised the need for
Neisser case in the Prussian pnrlnmem nnd set fonh the mfomed Moll also developed a legally based,
Institute of the History of  legal basis of discl and *of ivistic contract theory of the patient-doctor
Medicine, Free University  particular interest is the debate within the medical pro- uhnonshlp, which is widely ignored in current bio-
mm Berlin fession and the political circumstances. ethics publications.”

Rolf Winau, director and
professor

Correspondence to:
Professor Vollmann.

BMY 1996;313:1445-7

In 1898 the public prosecutor investigated the case,
and Neisser was fined by the Royal Disciplinary Court.
‘The court ruled that, though Neisser as a well known

The Neisser case

In 1898 Albert Neisser, di of the g
and profe of d logy and logy at the
University of Breslau, published clinical trials on serum

therapy in patients with syphilis. In order to find a

BMJ voLuMmE 313 7 DECEMBER 1996

dical authority may have been convinced that the tri-

als were harmless, he should have sought the pauenu
Not ionable scis but lack of pati

consent was the main principle for the legal ,udgmzm.

1445

GOVERNMENT ACTION
The Prussian parliament also discussed the case sev-
eral times and in 1899 asked t.he government to act. As
a result the mini for gious, ional, and
dical affairs d a detailed report from the
Scientific Medical Office of Health, which was
composed of leading German physncnans such as Rudolf

lanation of the possible negati " of
the intervention. All h interventi could be
performed only by the medical director or with his or
her authorisation. In all cases fulfilment of these
requirements as well as all further circumstances of the
case had to be “documented in the medical history.”'
Despite all this, however, the directive was not legally
and litde is known of its impact on human

Vm:how The d its to  bindi
and It luded that a
h who gnised that an injected serum might

cause infection had no right to inject such a serum. In
any case, both informing the subject and obtammg the

experimentation.

Circular of the Reich minister of the interior:
ideli for new therapy and h

subject’s were p diti to experi -
tion. In a handwritten uport Emil von Behring argued
that, particularly with reference to the Neisser case, self
experimentation should always precede experiments on
patients. He personally held that purely sctenuﬁc
experi on human subj was hical even
if they gave voluntary consent.' *

‘The minister also sought legal advice on the Neisser
case. Lawyers stated that conducting non-therapeutic
research on a subject without consent fulfilled the crite-
ria for causing physical injury in criminal law. The
scientific validity of the experiment did not serve as
mitigation. Informed consent was a mandatory precon-
dition for any h P of
coercion, persuasion, and the unequal authority
between doctor and patient were discussed in detail,
and the lawyers concluded that respect for rights and
morality had the same importance for the good of man-
hnd as medical and scientific progress. Written

ion and clear responsibility of the medical
director for all human experimentation became legal
doctrine.

Finally, in 1900 the minister for religious,
educational, and medical affairs issued a directive to all
hospitals and clinics. Medical directors were advised
that all medical interventions other than for diagnosis,
healing, and immunisation were excluded under all cir-
cumstances if “the human subject was a minor or not
competent for other reasons” or if the subject had not
given his or her “unambiguous consent” after a “proper

z
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g
=
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2
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£

Medical experimentation on a metabolic ward of the Kaiserin Auguste Victoria Haus, Berlin, in

experi ion, 1931
Because of criticism of unethical human experimen-
tation in the political press and in parliament as well as
in the context of a political reform of criminal law in
Germany, in 1931 the Reich government issued
detailed “guidelines for new therapy and human experi-
mentation.” The guidelines clearly distinguished
between therapeutic (“new therapy”) and non-
therapeutic research (“human experimentation”) and

set out strict precautions.
Besxdes the principles of beneficence and non-
the lati were based on patient
autonomy and a legal doctrine of informed consent.
“New therapy may be applied only if consent or proxy
consent has been given in a clear and undebatable man-
ner following appropmte information. New therapy

may be i d only if it is

required and cannot be postponed because of the need
to save life or prevent severe damage to health. .. .” In
those cases a written report must clearly outllne the
diti But herap was
under no i per ibl ith
consent.”™ ' Written documentation and a clear
structure of responsibility for each clinical trial were
required. Though an early model of institutional review
boards was discussed, the official guideline adopted the
hlerarchxcal model from the directive of 1900, in which

the di was ponsible for all clinical
research in the institution.
As later formulated in the N berg code, a careful

benefi Iculation and a detailed h plan
with animal experimentation beforehand were already
required to minimise risk to human subjects. Some
regulations were even m'icter and more detailed than

those ined in the N berg code and the much
later Declaration of Helsinki Human cnpcl

on dying pati was absol ited. Publi

of the results of new therapy m\m respect the pauem s
dignity and the d of h In

teaching every opportunity should be taken to
emphasise the special responsibilities of a physici
undertaking clinical trials. Even further, any exploita-
tion of social or economic need in testing new therapies
was rejected.

Discussion
This paper shows that explicit directives concerned
with the welfare of people subjected to medical experi-
menmxon in Germany were in place long before the
berg code was devised in 1947."'? Critical press
reports and debate in parliament forced the Prussian
government to. issue the first du'ecnve concerned with
dical experi in in 1900. This
directive was based on medical and legal scientific
reports. A clear dm.mcuon was made between
herapeutic and h h, but regula-
tions were issued only for non-therapeutic research.
The regulations were based on the principle of
autonomy and represented an early model of mformed

A« proper 1 ion of the possible neg
consequences” of the intervention and “unambiguous
» 1y the datory dard. In additi

BM] voLume 313 7 DECEMBER 1996
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legal reports carefully discussed aspects of coercion,
and imbal, of authority b patient

nnd doctor just u in contemporary work."” Minors and
SRR 11 luded from

non-theupeuuc research, as they could not give valid

informed consent.

‘We conclude that at the turn of the century informed

consent was already a legal doctrine in med:cnl experi-

Key messages

* The Nuremberg code of 1947 is widely regnrded
as the first d providing ethical

in human research on the basis of informed
consent

. New mearch has uncovered ethical issues of

mentation in Germany, being based on “ bi .. i B ntstion &
consent” of the subject after “proper” information had early as the nineteenth c:'nnm perim
been given by the doc(or, including negative conse- i mry . o
quences and side effects. I ingly, the regul o Regul were not by the medic
were not initiated by d or h ions but prote but were issued after critical public dis-
were issued by go horities. H , it and political debate

ins an open question how inft d was « Basic elements of the modern legal concept of

applied by docton in research and clinical practice and
how it shaped the individual doctor-patient

informed consent can be found in these early regu-
lations

relationship.'*** © These early lations were not binding in the
The guidelines l!ﬂled by the Reich government in legal sense and little is known about their actual
1931 lated p and p impact on clinical research
h in human subj; ‘Whereas wi pti
peuti h could be performed only with
the subject’s infc d h i h

could be perft d without explicit but only in
a medical emergency and if it was deemed to be in the
patient’s best interest.
The second part of the Prussian directive of 1900
deﬁned a scructure of Rspenublhty in medical
of the h ical structure in
German hospitals only the med:cal dx.rector and
phyucmns nuthonsed by the di were

at the time, these did not prevent crimes against
humanity by part of the German medical profession.**

‘We thank Mrs M A Shiffman for help with the English trans-
lation and Dr Thomas Lennert (department of paediatrics,
Free University of Berlin) for the photograph of the medical

at the Kaiserin Auguste Victoria Haus.

to h on human subjects.
However, in no case of injury to a patient by
experimentation was the issue of mponslblhty contro—
versial, as all di and p
their | ibility. This hi hical model of
nespons:blhty, also found in the Reich government’s
guidelines of 1931, differs from the modern concept of
responsibility m chmcal mearch Under current

Funding: Deutsche Forschungsgemeinschaft (German
Research Council; grant Vo 625/1-3).
Conflict of interest: None.
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The Nuremberg Code (1947)

‘The judgment by the war crimes tribunal at
Nuremberg laid down 10 standards to which
physicians must conform when carrying out experi-
ments on human subjects.

PERMISSIBLE MEDICAL EXPERIMENTS

The great weight of the evidence before us to effect
that certain types of medical experiments on human
beings, when kept within reasonably well-defined
boundl conform to the ethics of the medical

lly. The protagonists of the practi

of human expeﬂmenuuon justify their views on the
basis that such experiments yield results for the good
of society that are unp ble by other methods or
means of study. All agree, however, that certain basic
principles must be observed in order to satisfy moral,
ethical and legal concepts:
1. The voluntary consent of the human subject is
absolutely essential. This means that the person
involved should have legal capacity to give consent;
should be so situated as to be able to exercise free
power of choice, without the intervention of any
element of force, fraud, deceit, dureu, overreaching,
or other ulterior form of or ion; and
should have sufficient knowledge and oomprehemion

3. The experiment should be so designed and based
on the results of animal experimentation and a knowl-
edge of the natural history of the disease or other
problem undu study that the mucnpated results
justify the p of the exp

4. The experiment should be so conducted as to avoid
all unnecessary physical and mental suffering and
injury.

5. No experi should be d d where there is
an a priori reason to believe that death or disabling
injury will occur; except, perhaps, in those experi-

ments where the experimental physicians also serve as
subjects.

6. The degree of risk to be taken should never exceed
that determined by the humanitarian importance of
the problem to be solved by the experiment.

7. Proper preparations should be made and adequate
facilities provided to protect the experimental subject
lmst even remote possibilities of injury, disability or

8. The experiment should be conducted only by
scientifically qualified persons. The highest degree of
skill and care should be required through all stages of
the experiment of those who conduct or engage in the

of the elements of the subject mmt Iy ‘um
enable him to make an und and enli d
decision. This latter elementmqmmthntbd‘omthc

P of an affirmati ision by the experi-
mental sub]cct there should be made known to him
the nature, duration, and p of the experi the

9. During the course of the experiment the human
subject should be at liberty to bring the experiment to
an end if he has reached the physical or mental state
where continuation of the experiment seems to him to
b oy

medmdandmambywhv:hituwbecondumd.uﬂ
inconveniences and h. bly to be expected
lndth:eﬁemwonhuhedﬂ:orpmwhlchm
po-iblyoomeﬁomhh--" i mthc
‘The duty and responsibility for thqml-
ity of the consent rests uponelchmdmdudwhoml-
mm,dnecu,orenpgumtheexpmmem.ltun
ty and responsibility which may not be
‘m ther with imp
z.ﬁeexperimmnhouldbcsud:umyieldhﬁtﬁd
results for the good of society, unprocurable by other
methods or means of study, and not random and
unnecessary in nature.

10. During the course of the experiment the scientist
in charge must be prepared to terminate the
experiment at any stage, if he has probable cause to
believe, in the exercise of the good faith, superior skill
and careful judgment required of him, that a continu-
ation of the experiment is likely to result in injury, dis-
ability, or death to the experimental subject.

Taken from Mitscherlich A, Mielke F. Doctors of infamy: the
story of the Nazi medical crimes. New York: Schuman, 1949:
XXifi-XXV.

Declaration of Helsinki (1964)

R dati iding physicians in biomedical have the effect of weakening the physical and mental
i folving 13 S Gl naddt®

Adopted by the 18th World Medical Assembly, Helsinki, The purp of biomedical h involving

Finland, June 1964, amended by the 29th World Medical ~human subjects must be to improve di ic, thera-

Assembly, Tokyo, Japan, October 1975, and the 35th
World Medical Assembly, Venice, Italy, October 1983

INTRODUCTION

It is the mission of the physician to saf d the
health of the people. His or her knowledge and
conscience are dedicated to the fulfilment of this
mission.

The Declaration of Geneva of the World Medical
Ammdonbmdsthephy:mwnd:duwordl,'l‘he
benlthofmypmen(wlllbemyﬁm id

peutic and prophylactic pmoedum and the under-
inndmgofd:eneuologymdpathogmemofd:uue
dical ice most di ic, thera-
pendcor phylactic proced involve‘ d
Th!"PP“e‘ pecially to biomedical
Medical progress is based on research which
ultimately must rest in part on experimentation involving
hlmnnmb)ecu.lntbeﬂddofbhmedmlmmhl
I distinction must be
mdhdmd:hwﬁd:themnmduﬂydlw

lndthe ional Code of Medical Ethics decl.

“Aphyuamlhnl.llclonlymtheptdm’s
when providing medical care which might

ncu:‘ ic for a patient, and medical research the
ob)eaofwhidlhp\udymdﬂcmdwhhom

implying direct di peutic value to the

pmnﬂmdwﬂnmwch.

Special ion must be ised in the conduct of

research which may affect the environment, and the
welfare of animals used for research must be
respected.

Because it is essential that the results of laboratory
experiments be applied to human beings to further
scientific knowledge and to help suffering humanity,

=NE OP %)

tion at any time. The phyncun should then obtmn the

subject’s freely given inf p in
writing.

10. When obtaining informed for the h
project the physician should be particularly ious if

the subject is in a dependent relationship to him or her
or may consent under duress. In that case the

the World Medical A has prepared the informed should be obtained by a physici

follovnng recommendations as a guide to every physi-  who is not d in the investigation and who is

1m_;n m’h e ? 3 huz:mf“ - letely independent of this official relationship.
ey sho t under review in the future. It 1 1 (oce of legal i informed

must be stressed that the standards as drafted are only g * 14y obni:f:] from the legal guardian in accord-

a guide to physicians all over the world. Physicians are oo with national legislation. Where physical or men-

not relieved from criminal, civil and ethical responsi-
bilities under the law of their own countries.

1. BASIC PRINCIPLES
1. Biomedical h involving human subj
must fi to 11} d scientific

principles and should be based on adequntely
performed laboratory and animal

PR £ q

tal incapacity makes it imp to obtain i

consent, or when the subject is a minor, permission

from the responsible nlauve nplaces that of the sub-
with 5

jectin d ‘Whenever
the minor child is in fact able to give a consent, the
minor’s must be obtained in addition to the

consent of the minor’s legal guardian.
12. The research protocol should always contain a

and on a thorough knowledge of the scientific
literature.

2% The de:lsn and perfonmnoe of each experimental
human subj lhouldbeclen‘ly

P ng

fc lated in nn peri 1 p whlch lhou.ld
i icted o a speciall Rio et e
committee for conndennon, comment and zuxdance
3. Bi dical h human subj

should be conducted only by mennﬁmuy qullxﬁed

persons and under the supervision of a clinically com-
petent medical person. The responsibility for the

of the ethical considerations involved and
should indi that the principl iated in the
declaration are lied with.

11. MEDICAL RESEARCH COMBINED WITH PROFESSIONAL
CARE (CLINICAL RESEARCH)

1. In the treatment of the sick person, the physician
must be free to use a new diagnostic and therapeutic
measure, if in his or her judgement it offers hope of
saving life, re-establishing health or alleviating
suffering.

2. The p ial benefits, h ds and di fort of a

human subject must always rest with a dically
qualified person and never rest on the subject of the
research, even though the subject has given his or her
consent.

4. Biomedical h involving human subjects can-
not legitimately be carried out unless the importance
of the objective is in proportion to the inherent risk to
the subject.

new method should be we:ﬂxed agﬁmst the ndvanmgeu
of the best and

methods.

3.In any medical study, every patient—including
those of a oontrol group, if my—shonld be nuuxed of
the best proven d P

4. The refusal of the patient to participate in a study
must never interfere with the physician-patient

5. Every biomedical h project involving human
bjects should be p ded by careful of
dictable risks in ison with fi ble ben-

efits to the subject or to others. Concern for the inter-
ests of the subject must always prevail over the

interests of science and society.
6. The right of the h subject to safe d his or

5. If the physici iders it ial not to obtain
informed consent, the specific reasons for this
proposal should be stated in the experimental protocol

her integrity must always be respected. Every pi

tion should be taken to respect the privacy of the sub-

ject and to minimize the impact of the study on the

subject’s physical and mental integrity and on the per-

sonality of the subject.

7Phyucuml :hould lbsmn from engaging in

ing human subj unleu!hey

isfied that the hazards involved are believed to

be predictable. Physicians should cease any investiga-

tion if the hazards are found to outweigh the potential

benefits.

8. In publication of the results of his or her research,

the physician is obliged to preserve the accuracy of the

results. Reports of experimentation not in accordance

for ission to the independ ittee (1,2).
6. The ician can bi dical h with
| care, the objective being the isition of

new medical lmowlodge, only to the extent that medi-
cal research is justified by its potential diagnostic or
therapeutic value for the patient.

1. NON-THERAPEUTIC BIOMEDICAL RESEARCH INVOLVING

HUMAN SUBJECTS (NON-CLINICAL BIOMEDICAL

RESEARCH)

1.In the purely scientific application of medical
research carried out on a human being, it is the duty of
the physician to remain the protector of the life and
health of that person on whom biomedical research is
being carried out.

2. The subjects should be volunteers—either healthy

with the principles laid down in this Declarati
should not be accepted for publication.

9. In any research on human beings, each potential
subject must be adequately informed of the aims,

persons or patients for whom the experimental design

is not related to the patient’s illness.
The mvuuptor or the investigating team should
the h if in his/her or their judgment

methods, anticipated benefits and p ial hazards of
the study and the discomfort it may entail. He or she
should be informed that he or she is at liberty to
abstain from participation in the study and that he or
she is free to withdraw his or her consent to participa-

mmy,lf inued, be harmful to the individual

4. In research on man, the interest of science and
society should never take precedence over considera-
tions related to the well-being of the subject.

BM] voLuME 313 7 DECEMBER 1996

BM] voLuME 313 7 DECEMBER 1996
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Tuskegee Syphilis Experiment
(1932-1972)
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Tuskegée Syphilis Expériment
(1932-1972)
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Tuskegée Syphilis Expériment
(1932-1972)
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Tuskegée Syphilis Expériment
(1932-1972)
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US Development: Protectio
Biomedical and Behavioral

n of Human Subjects in
Research

?ﬁtf’..}ﬁ Subpart A
i » The Common Rule *
o DEPARTMENT OF
HEALTH,
EDUCATION,
>\ 45 CFR Part 46 iy T
Com-é)ns.Wikimedia.org ikl
Tusk c 1974 Basic ethical principles *
p TR framework
syphilis study hearing
In 1972, an Associated Press story [4
about the study was published. As a
result, the Assistant Secretary for Health
and Scientific Affairs appointed an Ad
Hoc Advisory Panel to review the study.
The advisory panel concluded B [4 : :
that the study was “ethically unjustified"; The National The Natlonal
coc Research Act Commission

1974

NN 57.93. 5100 UTNN ABSUNNBNENS UH1INeaeFea 1l

1978

vrsnelumatlszginms FERCIT uag insovioilorananisslulssma’lne dsediil 2564 3oe “Human Research Ethics in a New and Challenging Era” 19 &smau 2564
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International development

Doctors’ trial

Nuremberg
Code ) b |
N Declaration of ClIOMS
Helsinki
v Ethical
gmdvellne =N WHO
Permissible
medical { = L‘\‘ ~ gl
experiments Medical research v \\’*{ GCP \

combined with
medical care Health research

Clinical trials of
pharmaceutical products

NN 57.93. 5100 UTNN ABSUNNBNENS UH1INeaeFea 1l

vrsnelumatlszginms FERCIT uag insovioilorananisslulssma’lne dsediil 2564 3oe “Human Research Ethics in a New and Challenging Era” 19 &smau 2564
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“*Nuremberg Code (1947)

s Declaration of Helsinki (1964)
“+US Belmont Report (1979)***
@ CIOMS’ s Guidelines (1993)

s |CH GCP Guidelines (1996)
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The Nuremberg Code
(1947)

B ﬂé’ﬂmssummssueﬁﬁuﬂau
v ~ d Yo
O f;’l’ﬂET’J‘Hﬂ3134!@’8@&!@31]5312]‘51«!7]%8“9\5‘IJ
O ﬂ’J1Nﬁ1ﬂ13ﬂﬁ%ﬂa‘n§m®\‘i@1ﬁ1ﬁﬁﬂﬂﬂﬂ1§ﬂ@ﬂ

M3 HaIUKHIVRINHIDY

22



Declaration of Helsinki
(1964)

eu) agunneanaulan (World Medical Association)
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CIOMS
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International Conference

on Harmonization’s Good Clinical Practice Guideline
(ICH GCP) 1996

SasUfiisia 1 ICH GCP ilun1s5uilsyduin
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2.

wanauUszlavl

1.

nanAULAITNIUYAAS

3.

NANANYATITH

(Respect for Persons) (Beneficence) (Justice)
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1.

nanAULAITNIUYAAS

(Respect for Persons)

2.

wanAuUszlavl

(Beneficence)

3.

NANANYATITH

(Justice)

LONEISUENINS LA UE U D

A18ANNENASIA (Informed consent)

LPNENINITUDYa kazasuleY
A2UIUNI55998 AULEYS Uselawil
wazdsnduiangdnainsaiIsnu

aUsenaun1sanaula

N1SARLABNRHLTI3INNTTIAY

28



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

https://www.slideserve.com/yauvani/history-and-ethical-principles-jeffrey-m-cohen-ph-d-director-division-of-education-office-for-human-research-protec



Informed RESPECT FOR PERSONS

consent

ndependent Respect for

Review with Potential and
No Conflict Enrolled
of Interest Subjects

Fair « Social or Scientific
Subject Value

RSOl .+ Scientific Validity

Equitable Favorable
Distribution of Risk-Benefit
Risk-Benefit Ratio

Qualified
Researcher

BENEFICENCE
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U NG 32UBURTESITUINE (Usemelne)
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National Guidelines

The National Research Council of Thailand. National Policy and Guidelines for Human
Research, B.E.2558 (2015)

IENARYBANAZIUD
NUAMSIveluuUEE]
U.FA. m&E&EG

lational Policy and Guidelines
for Human Research 2015)

33



National Guidelines

U
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"Achieving Guidance in Clinical Trial Safety Information among Stakeholder”
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CERTIFICATE

OF ATTENDANCE

WICHIT THONGPRASERT

has successfully completed

TRAINING THE TRAINER COURSE
FOR
HUMAN SUBJECT PROTECTION (HSP)

The course included the following topics:

Module 1  History, Principles, Law & Regulations & International Guidelines

Module 2 Informed Consent Process

Module 3 Privacy and Confidentiality

Module 4 Risk& Benefit Assessment and Risk Minimization

Module 5 The Ethics of Research Participant Recruitment

Module 6 Research in Vulnerable Subjects/Populations

Module 7 Responsibilities of Institutional Review Board (IRB)/
Independent Ethics Committee (IEC)

Module 8 Responsible Conduct for Research and Research Misconduct

Module 9 Multicenter research

Module 10 Impact Presentation

Module 11 Personal Data Protection Act (PDPA)

Module 12 Applicable Law and Regulation Governing Clinical Trail

During 20"- 22" February 2023 at National Research Council of Thailand

/A

(DR. WIPARAT DE-ONG)

EXECUTIVE DIRECTOR
NATIONAL RESEARCH COUNCIL OF THAILAND
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2023GCP-T2-36
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CERTIFICATE

OF ATTENDANCE

WICHIT THONGPRASERT

has successfully completed

TRAINING THE TRAINER COURSE
FOR
GOOD CLINICAL PRACTICE (GCP)

The course included the following topics:

Module 1 Clinical Trail Process and History of Clinical Trail Standard

Module 2 Introduction and Principles of Good Clinical Practice

Module 3 Responsibilities of Institutional Review Board (IRB)/
Independent Ethics Committee (IEC)

Module 4 Investigator

Module 5 Sponsor

Module 6 Informed Consent Process

Module 7 Investigational Products

Module 8 Safety Reporting

Module 9 Protocol and Protocol Compliance

Module 10 Data management

Module 11 Essential Documents

Module 12 Quality Management, Quality Control and Quality Assurance

Module 13 Subject Recruitment, Subject Compliance and Subject Retention

Module 14 Impact Presentation

Module 15 Personal Data Protection Act (PDPA)

Module 16 Applicable Law and Regulation Governing Clinical Trail

During 21"~ 24" February 2023 at National Research Council of Thailand

/Z,}V/Z
(DR. WIPARAT DE-ONG)

EXECUTIVE DIRECTOR
NATIONAL RESEARCH COUNCIL OF THAILAND
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