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Recruitment

* The beginning of whole process of
patient who getting In the study.

- FE A & 5N
— An Investigator’s own patients
— A physician referring patients
— Advertising to recruit subjects
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e Information :
— Possible disinformation
— Possible misinformation
e Comprehension
— Presentation
— Communication
e Voluntariness

— Lake of coercion
— Undue influence
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Flyers

Posters

Brochures

Media
Recruitment letters

7 e g
Name and address of Pl and /or research facility
Condition under study and /or purpose of study
Summary of inclusion criteria

Brief list of benefits

Time or other commitment required
Location of research and the person or office to contact




Clearly state the project is research

Err on the side of underestimating benefits and
overestimating risks

Do not make claims of safety, equivalence, or
superiority

Avoid phrases such as “new treatment”, “new
medicine”, or “new drug”

Avoid using the term “free” In reference to
treatment procedures

Do not emphasize compensation

Obtain approval to post advertisement from all
applicable groups




 Payment
— EXpenses
— Compensation for injury
— Recognition for time and effort

* Regulations

— DHHS : minimize the possible of coercion or
undue influence

— FDA : neither endorses nor prohibits
— ICH : no firm guidance
— CIOMS : ethical and obligation



e Prorating payment
— FDA clearly requires
— Based on the duration
— Not be contingent upon completing the entire study
— Should define and describe in IC

* IRB Responsibilities
— Develop guidelines to judge appropriateness

— Stress the need for prorating compensation
— Address the sensitive Issues related to minors
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» Tissue samples
- Urine
 Bone marrow

» Cell aspirates
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« Constitutional (host) genes

- ¥ A ihE s

- ¢ #7 % sensitive information

- ¥ s 3¢ = psychological = financial harm
o Pathological Tissue :

—%4ﬁ£$

- A % no risk ( no direct benefit)



Selection of participants
Confidentiality

Disclosure of information
Storage of data and samples

Participant withdrawal
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- Enrollment is closed
- Data collection Is complete
» Data Is de-identified

- Data Is being maintained but
Identifiers are separated
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e THANKS FOR YOUR ATTENTION




