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protocol development and
review

information to be protected,
types of research with issues of
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No Time - Objective i Content Time |
1 8.00-8.30 Registration 30 mins
2 8.30-8.45 B Open Ceremony 15 mins
3 8.45-9.45 | Comprehend, appreciate, and | History and overview of 45 mins lecture
describe the evolution of international guidelines in 15 mins case
international guidelines in research ethics (Nuremberg, discussion
research ethics Helsinki, CIOMS)
_ Break 15 mins
4 10.00-11.00 [ Define and apply the ethical Principles of research ethics 45 mins lecture
principles in protocol (autonomy, beneficence, 15 mins case
development and review in justice) (Belmont Report) discussion
accordance with international
ethical requirements
5 11.00-12.00 | Analyze the risks and benefits, Risk-benefit assessment 45 mins lecture
determine favourable risk- (definitions, types, measures to | 15 mins case
benefit balance and formulate | minimize risk and maximize discussion
appropriate action for benefits)
i implementation
| _ _ Lunch 60 mins ]
6 13.00-14.00 | Identify the elements of Elements of informed consent | 45 mins lecture
informed consent and apply (full disclosure of information, 15 mins case
different types of consent language, presentation, discussion
process, comprehension,
: voluntariness) =
7 14.00-15.00 | Define vulnerability and provide | Protection of vulnerable 45 mins lecture
protection for vulnerable *I"subjects (definition of 15 mins case
participants in protocol vulnerable groups, mechanisms | discussion
development and review of protection)
Break 15 mins
8 | 15.15-16.15 | Identify privacy and Privacy and confidentiality 45 mins lecture
confidentiality issues in health | issues in protocol review 15 mins case
research and protect privacy of | (definitions of terms, types of | discussion
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| No Time Objective Content Time
9 8.45-9.45 : Describe the common Research ethics in: each:
research methodologies in 5.1 clinical trials 45 mins lecture
various types of the researches | (drug/vaccine/diagnostic and 15 mins case
: Identify and address the medical device) discussion
ethical issues involved in the 5.2 behavioural and
conduct of various types of epidemiological research
researches
: Identify forms of scientific
misconduct and measures to
prevent them in various types
of the researches
) Break 15 mins
10 10.00-11.00 | : Describe the common Research ethics in: each:
research methodologies in 5.3 traditional medicine 45 mins lecture
various types of the researches | research 15 mins case
: Identify and address the discussion
ethical issues involved in the
conduct of various types of
researches
: Identify forms of scientific
misconduct and measures to
prevent them in various types
of the researches B
11 | 11.00-12.00 | Identify and manage conflicts | Management of conflicts of 45 mins lecture
of interest in accordance with | jnterest (definition, types, 15 mins case
ethical pfinCiples mana@ent) and Misconduct discussion
Lunch 60 mins
12 | 13.00-14.00 | Protocol Review and Continuing | Protocol Review and Continuing 60 mins lecture
Review Review (Progress report, 15 mins case
Amendment, Noncompliant discussion
report, SAE report,
A B, ) _ Final/Termination report)
13 | 14.00-14.45 | Practice session (I) : Evaluate and revise sample protocol 45 mins
Break 15 mins
14 | 15.00-15.45 | Practice-session (II) : Evaluate and revise sample protocol 45mins |
15 | 15.45-16.30 | Summative Evaluation and Closing of Workshop 30 mins test
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