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Research Ethics

Six Norms of Scientific Research

< Valid research design — takes into
account relevant theory, methods,
and prior findings

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

Six Norms of Scientific Research

<« Competence of researcher — capable
to carry out the procedures

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

Six Norms of Scientific Research

< |dentification of conseguences —
assessment of risks and benefits
(maximizing benefit and minimizing
risk)

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

Six Norms of Scientific Research

Selection of subjects — appropriate to
the purposes of the study,
representative of the population that
will benefit from the research and
appropriate in number

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

Six Norms of Scientific Research

Voluntary informed consent —
obtained before study begins, without
undue threat or inducement, with
enough information, and agreement
to participate

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

Six Norms of Scientific Research

Compensation for injury —
responsibility for what happens to the
subject (federal law requires that
subjects be informed about
compensation, but does not require
compensation)

Joan E. Sieber
Planning Ethically Responsible Research, p. 19



Research Ethics

“The public’s perception of
research, its benefits and its risks
IS shaped by the way research Is
conducted”.

Dunn & Chadwick, 1999



W1 Sl Mo

sl fde saaady DA Gl

);-Lm 448 25l e (3l ola daxdl ) sl
OV A 4 unl 50 oSl ) g8 sl

A8 B aasi o)

it & s ge AT ) BNA) il o
AL e dald) BaaaT ) K S B g el






Tuskegee Syphilis Study - Alabama

« The study was stopped in 1973 by the U.S. Department of
Health, Education, and Welfare only after its existence was
publicized and it became a political embarrassment. In 1997,

under mounting pressure, President Clinton apologized to the
study subjects and their families.



It Is clear that Various cultures such as ancient
Egypt , Persia, Babylonia and Greece have
attempted to regulate medicine and protect patient
rights.

One of the earliest written provisions in the field is
that comes about 1750 BC is the Code of

Hammurabi.
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The Declaration of Helsinki

3 (ol cposml
(World Medical Association)
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Institutional Review Board (IRB)

* Also known as an Independent Ethics
Committee (IEC) or Ethical Review Board
(ERB) Is a committee that has been
formally designated to approve, monitor,
and review biomedical and behavioral
research involving humans with the aim to
protect the rights and welfare of the
research subjects .
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Quality assurance, Quality control

e OA: Standardizing procedures and thus
preventing or at least minimizing systematic or
random errors before process begins.

e QC: Quality control activities begin after
process begins and monitoring of quality
control data Is the basis for possible remedial
actions aiming at minimizing bias and reliability
problems.
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GOOD CLINICAL PRACTICE (GCP)

An international scientific and ethical standard for the
design, conduct, performance, monitoring, auditing,
recording, analyses, and reporting of clinical trials on
human subjects that provides assurance that
- the data and reported results are credible and accurate,

- therights, integrity, and confidentiality of trial subjects are
protected.



BEFORE THE TRIAL:
S P O N SO R Protocol submission

Appointed
d

MONITOR

Regular
VISItS
|| 4 INVESTIGATOR

Recruit

(Ensure the
good quality
of the trial)

Approval

Subjects (included in the trial)



13 Principles of
GCP



1- Clinical Trial

Conduct In accordance with
Ethical Principles :
¢ Declaration of Helsinki

¢ Good Clinical Principles
¢ Regulatory requirements



2- Protection of Trial Subjects

e Risks and inconveniences should be weighed
against the anticipated benefits for the
Individual and society.

e A trial should be initiated and continued only if:
- The anticipated benefit justify the risk.
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3- Protection of Trial Subjects

The rights, Safety & Well-being
Must always...

Prevail over the interest
of Science & Society



4- Protection of Trial Subjects

Adequate non-Clinical and
Clinical Information

s

Support Proposed Clinical Trial



5- Protection of Trial Subjects

 Scientifically Sound
» Present in a clear and detailed protocol



6- Protection of Trial Subjects

e Trial should be conducted In
compliance with an IEC/IRB
approved protocol
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7- Protection of Trial Subjects

* Medical Care & decision
=> Qualified Physician




8- Protection of Trial Subjects

e Each Individual involved =>
Qualified by Education, Training &
EXxperience
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O -Protection of Trial Subjects

Informed Consent
“Freely given”




Protection of Trial Subjects

Adequately Informed:
Aims

Methods
Anticipated benefit

Potential Hazards




10 - Quality of Data

Trial Information 4 Recorded
Handled
Stored

Allows its accurate reporting
interpretation & verification



11- Protection of Trial Subjects

 Confidentiality of Record
that could identify Subject

=> Should be Protected

* Respecting the privacy and confidentiality
* in accordance with regulations



12 - Quality of Data

Product - manufactured
- Handled } GMP
- stored

Use in accordance with Protocol

GMp: good manufacturing practices



13 - Quality of Data

Implement systems

1 |

Assure the quality of every
aspects of the trial



Credible Data

® Monitoring
® Investigators

® Infra-structure at the site

® QA/QC Laboratory support



aboratory Quality Assurance

Normal Lab Values
QA/QC

SOPS (standard operating procedure)
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