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ldentifying Intent

m Research @ A systematic investigation,
Including research development testing, and
evaluation, designed to develop or contribute
to generalizable knowledge.

= The major goal of research :
benefit other than research subject

m NOT research (no IRB review) : Quality
Improvement / QA activities, Case report,
Innovative therapy, Outcome analysis,
Resource utilization review, Education




Criteria for approval of research

}%i;é—g e riSkS B3z % ) e

R £ @#F 7 i A 2 & risks / benefits 3% & =
Ti;é—‘ﬁ ez % 3% &_equitable

J& ¢ subject or subject’s legally authorized
representative®~# Informed consent

Informed consent &4 documented
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3£ the privacy of subjects T I

the confidentiality of data




Review Categories




Exempt Review 2-1

¥ *en educational practices and setting

% e educational tests, surveys,
Interviews, or observations

¥ FEE e subjects in special
circumstances

e f & 3 #3 g data

Public benefic or service programs
{2 taste and food 2% B = 5




Exempt Review 2-2

Emergency circumstance
Taste and food quality studies

No exempt — prisoners, children

No exempt — .2 minors public behavior
(F22P1 3 3 ¥)

Exempt — pregnant women, human fetus,
and neonates (45 CFR 46, Subpart B )




Expedited Review 2-1

No more than minimal risk

Minor changes in previously approved
research

Not great than daily life
( or routine exam. or test )
No change at “risk-benefit relationship”




Expedited Review 2-2

IRB Chair

IRB members designated by the Chair
m Experienced reviewers
= Voting members

A subcommittee of the IRB

Can “approve” or “require modifications”
No “disapproval” —refer to full board review




Criteria for Expedited Review

“E £ risks [ benefits &3z & 32
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/P | data m“%
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Compassionate use

m DHHS & FDA : no compassionate use
m FDA accept " Emergency use”
= Life-threatening, & P # X5 ¥ * gyof > 3¢
m L5 X g9 enps Fig {7 full board review
W - s A B )
m 5> 5 days p i =+ IRB
s DHHS

= Not provide for an emergency exception
= Allow “emergency medical treatment”




Walver of Consent in Emergency

m & emergency medicine research ¥ ﬁ.,',f
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Wailver of Consent 3-1
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Wailver of Consent 3-2
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Waiver of Consent 3-3

= % FDA ¥ 3pF Jf i HRm i it
consent e 3 » i 5
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m i Fé—"f &3 7 iE* T 5% fetuses,
pregnant women, human in vitro
fertilization, and prisoners




Reviewer Worksheet 2-1

m Introduction, Specific Aims,
Background, and Significance

m Scientific Design

m Research Procedures
m Inclusion/Exclusion Criteria

m Statistic Analysis and Data
Monitoring




Reviewer Worksheet 2-2

m Privacy and Confidentiality
m Recruitment

m Compensation and costs

m Potential Risks/Discomforts and
Benefits

m Informed Consent/Assent
m Other Issues and Consideration




Advantages of using a Reviewer Worksheet
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Evaluating Study Design and Quality 2-1

m Ethical Codes

= Nuremberg Code, 1949

m Point 3: The experiment should be so designhed and base
on the results of animal experimentation...

= Declaration of Helsinki, 2000

m Sec. 11 : ...must conform to generally accepted scientific
principles..

m Sec. 18 : only be conducted if the importance ...outweighs
the inherent risks and burdens to subject

m Sec. 29 : the ...of a new method should be test against
those of the best current prophylactic, diagnostic, and
therapeutic methods




Evaluating Study Design and Quality 2-2

m Federal Regulations
= DHHS & FDA

= 45 CFR 46, 111(a)

mRIsks to subjects are minimized

mRisks to subjects are reasonable to
penefits

m [he iImportance of the knowledge may
reasonably be expected to result




The Study Population 2-1

m Selection of subjects Is equitable :
= 45 CFR 46, 111 (a) (3)
= 21 CFR 56, 111 (a) (3)
m |IRB :*iz én= B criteria :
By NP en
s {ERY OF R
= %3 % vulnerable population 3% 3 Ja




The Study Population 2-2

= Equi

m &7 % target population 2 recruitment &g

table subject selection &3z B :
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Community Consultation

Common Rule : 46.107 (a)
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Privacy and Confidentiality

= Belmont Report :
= respect for persons
= Beneficence
Privacy and Confidentiality
= Privacy : people
m Confidentiality : data (information)
Harms

s Psychological distress
s Loss of Insurance or Employment
s Damage to Social Standing

45 CFR 46.111 (7) & 21 CFR 56.111 (7)
FDA Information Sheet : Recruiting Study Subjects




Recruitment of Research Subjects 2-1

m Informed Consent : a process
m The beginning : Recruitment

m Information : clear, accurate, and
sufficient

B B X EH e & 35U
= Investigator g & m)}% A
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Recruitment of Research Subjects 2-2

= [Information
m 7 i Feeninformation
m 45 % Information
= Comprehension
m % iF e gl
m i e 5t
= Voluntariness




Advertisement for Research

Flyers

Posters

Brochures

Media

Recruitment letters

Pl and /or research facility e7 % * e 4t
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List of Recommendations
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Paying Research Subjects 2-1

m Expenses
m Compensation for injury
= Recognition for time and effort

# DHHS : minimize the possible of
or

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



Paying Research Subjects 2-2

= FDA 7 % ik R % BB z#5 e duration k5%
E? payment
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Provisions for Data Monitoring

= An Individual Investigator : Pl
= A Group Representing the Sponsor
= A DSMB :

B PFTRFEG - &A% T & (4 Phase lll)

m 2y eirisklevel 3 & 3 8% 28273 0¥ i

= 3 # %% : blinding, vulnerability of study
population




Conflict of Interest : Researchers 2-1

m The may be guestioned
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Conflict of Interest : Researchers 2-2

= Declaration of Helsinki, 2000 ( disclosure )
= Public Health Service, 1995 ( disclosure )
= The Final Rule : threshold ($10,000)

To government : FDA, PHS...

To the institution : federal funds

0 the IRB : part of protocol review
To subjects : through IC process




Conflict of Interest : Recruitment Incentives

s Payments and other inducements to Pls
= Research staff
= Referring physicians

= £ & e F
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Conflict of Interest : IRB

= d members i H =y
= Members # X g A £

m e el o

s Member & £ 4¢ & el 7 5%
R A Sl

= B £ gragendas

% f Non-IRB g4 ¢




Conflict of Interest : IRB

= Pressure or desire to protect institution

m Concern for institution’s reputation or prestige
= Promoting research versus protecting subjects
= Potential liability

= Institutional or community values

m Pressure for speedy reviews

= Institutional equity or ownership

= Review fees




Questions ?7?




