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Chapter 6-1 The IRB’s Role in Editing the
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Chapter 6-1 The IRB’s Role in Editing the
Consent Document

1. Importance of the Consent Document

» Document versus process

» The importance of grammar and punctuation
2. Education of Investigators

» As part of the presubmission process

» In response to the investigator during the
review

3. Conclusions
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1. Importance of the Consent Document

» Document versus process
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1. Importance of the Consent Document



2. Education of Investigators

» As part of the pre-submission process
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2. Education of Investigators

» In response to the investigator during the review
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3. Conclusions

6-1

12




SRR

The IRB’s role in editing the consent document
The consent document

Exculpatory language in informed consent documents
Requiring a witness signature on the consent form
Deception of research subjects

Research without consent or documentation thereof
Selecting a surrogate to consent to medical research
Research-related injuries

Informing subjects about research results

10 Explaining the costs of research participation

11. Improving informed consent

12. Informed consent evaluation feedback tool

© 00 N OhAs WD

13



Chapter 6-2 The Consent Document

1. Processing the document
2. Reviewing the document
3. Conclusions
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Chapter 6-2 The Consent Document
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1. Processing the Document
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2. Reviewing the Document
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3. Conclusions
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Chapter 6—-3 Exculpatory Language In
Informed Consent Documents
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Chapter 6—-3 Exculpatory Language In
Informed Consent Documents

1. Federal regulations
» The narrow (incorrect) interpretation
» The broad (correct) interpretation

2. Practical applications

3. OHRP guidance
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1. Federal Regulations
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1. Federal Regulations

> R & f%3% (narrow interpretation )
> AT F ",f Z B E
» Incorrect
> B % f%3% (broad interpretation )
> Exculpatory language & 3= ix @ £ & T2z 3)
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2. Practical Applications

> Exculpatory statements @ = 3& ¥ 28T 73 F 7 AR & F
%%ﬁ%ﬁ-ﬁi’%éﬁiﬁﬁﬁﬁﬁﬁﬂﬂ
> 3+
» | agree that the medical center will not pay me for
any injuries that I might sustain as a result of
participating in this research
» | understand that the institution will not share with
me any profits received from the sale or
commercialization of any cells developed in this
research

» | understand that | will not sue the sponsor or the
Investigator for any negligence 24



3. OHRP Guidance

» See the OHRP website
» Appendix
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Chapter 6—4 Requiring a Witness Signature
on the Consent Form

1. Federal requirements

2. State and Institutional requirements
3. The purpose of witness signatures
4. Conclusions
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1. Federal Requirements

» Common rule : % % 3# K %% & 5 % I AR
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» FDA regulations © £ & + p #y

» 57 =IRB#:fE i * “short-form written consent
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1. Federal Requirements
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2. State and Institutional Requirements
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3. The Purpose of Witness Signature
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4. Conclusions
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Chapter 6-5 Deception of Research Subjects

1. Background
2. Guidelines for Research Involving Deception

3. Issues When Evaluating the Use of Deception In
Research

4. Informed Consent

5. Research Participants’ Reactions to Experiments
Involving Deception

6. Conclusions
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1. Background

> ¢ 3 x5 40£
» Milgram studies (Stanley Milgram,1963):
> a “teacher-learner experiment”
> T HE Y ari
45 3% = % electric shock » 4 15 voltsF 4 »
= =% 3 4 15 volts

> B8 & . 450 volts, 4z 4% “DANGER SEVERE
SHOCK?” 30 volts
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1. Background
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1. Background

» The Milgram experiment :
> & IAECEENBRE F
> AR b 5]
> Herbert Kelman (1967) : %
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1. Background
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2. Guidelines for Research Involving
Deception

> I+ § ¥ & 1 costs and benefits
> e frar 2 B A E R
» Specific codes —
American Psychological Association
» Deception in Research

» Providing Participants with Information About
the Study
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Deception in Research (8.07, APA)
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Providing Participants with Information About
the Study (8.08, APA)
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2. Guidelines for Research Involving
Deception

» Ji&* cost-benefit analysis
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s IR T SN,
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3. Issues When Evaluating the Use of
Deception in Research

» Validity of the Research

» Alternative Methods

> Limits

» Potential Harm

» Privacy and Confidentiality
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Limits
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Potential Harm
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» Two guides
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Potential Harm (cont.)
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Privacy and Confidentiality
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4. Informed Consent

> Deceptive procedures @ # 2 7 = Ol b &
EF PR ERAERDERT 0 2 EF G
AL oo

» Consent form :
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5. Research on Participants’ Reactions to
Experiments Involving Deception
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6. Conclusions
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Chapter 66 Research Without Consent or
Documentation Thereof

Respect for Persons
Risk Assessment
Waliver of Informed Consent

Wavier of the Requirement to Obtain
Documentation of Consent

5. Documentation of Waiver Determinations by the
IRB

6. Conclusions

R CORRIERE

53



Chapter 66 Research Without Consent or
Documentation Thereof
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1. Respect for Persons

» Belmont Report : 3z 33 ¥f £
» DHHS & FDA regulatlons
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2. RiIsk Assessment

> IRB B 22 7 2 i i 42 cpotential
risks % expected benefits
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2. Risk Assessment (cont.)
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3. Waiver of Informed Consent

» DHHS regulations
> TRk 'R AL “mlnlmal risk”
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4. Wavier of the Requirement to Obtain
Documentation of Consent

» DHHS regulations— % “,f 15 R s BiE L
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= p+ﬂ%{%$%?ﬁi$&%
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5. Documentation of Waiver Determinations
by the IRB

> IRBREFE iR inikdp 2 o' §ik2 -2

> IRB ¢ & % ke T % ik P

> Expedited review @ 7 g7 B2 RS ehikgp 2 jE
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» IRB member-reviewer guide (appendix) : ¥ 14 i® 5
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6. Conclusions
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Chapter 6/ Selection a Surrogate to
Consent to Medical Research

Informed Consent
Federal Law

State Law
Recommendations
Conclusions
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Chapter 6/ Selection a Surrogate to
Consent to Medical Research

> New Hampshire Law — 7 = 3f 4 7 #3  % 38 &
FEAIEN A R hp A A —E et E
» Legal guardians

» Agents under a durable power of attorney for
health care (DPAHC » =B BRE X A 24 2)
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1. Informed Consent
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2. Federal Law
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3. State Law

» vy e i3 ] 2 guardianship and advance
directive laws

» 53 2 Zeen 5 Lsurrogate decision-making laws
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3. State Law — New Hampshire State Law

» Guardianship

» DPAHC

» Family or friend as surrogate

» A decision-maker who Is not family
» Surrogate decision-maker hierarchies
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Guardianship
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DPAHC
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Family or Friend as Surrogate

fe -1 e “family consent laws” g% “surrogate laws”
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A Decision-maker Who Is Not Family
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Surrogate Decision-maker Hierarchies
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4. Recommendations
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4. Recommendations
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5. Conclusions
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Chapter 6-8 Research-related Injuries

1. Ongoing Debate
2. Vulnerability
3. The Nuremberg Code and the Belmont Report

4. Sample IRB Policy Statement for Researchers
Regarding Research-related Injury
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Chapter 6-8 Research-related Injuries
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1. Ongoing Debate

> National Commissions of Bioethics:z 3% @ ¥+ F]#= ¥
ARG TR S R ¥ 7

» 2001 Conference on Ethical Aspects of Research In
Developing Countries: “Moral Standards for

Research in Developing Countries From Reasonable
Avallable to Fair Benefits” — #7 ¥ &332 4 3 & o

PR ARG HE S 2T RHEFEIRH
favorable risk-benefit ratio
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2. Vulnerability
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3. The Nuremberg Code and the Belmont
Report

» “The experiment should be so conducted as to avoid
all unnecessary physical and mental suffering and
Injuries”

» The principles of beneficence and justice inform us

of our responsibility to address the issue of medical
liability
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4. Sample IRB Policy Statement for Researchers
Regarding Research-related Injury
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5. Sample Wording for Informed Consent
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6. Conclusion
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Chapter 6-9 Informing Subjects About
Research Results

Case Discussions

Clinical Care Versus Research

Federal Regulations

Other Legal Requirements in Specific Cases
Ethical Principles

Research Information: Knowledge or Speculation
Conclusions
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1. Case Discussions — Case 1
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1. Case Discussions — Case 2
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1. Case Discussions — Case 3
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2. Clinical Care Versus Research

) J]}K‘@%F\ff]fflﬂmi PR TR 1
>P1ﬁ%%€\+ BERZRF I ER R

Ev 7 tF:?’E' ts

S A SRR ERE s
FoOABAIAG AL TLREERE RS
> L RSEAG IR AR R 0 fR AR M A e

o fzé‘*'};—fﬁﬂ ;f 25

91



3. Federal Reqgulations
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4. Other Legal Requirements in Specific Cases
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5. Ethical Principles

P B E L f EE i &
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6. Research Information: Knowledge or
Speculation

» Case 1: speculative information

» Case 2: information has specific and agreed-on
clinical implications

» Case 3: borderline — determine by the IRB(s)
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> b X ;é—‘gf % # — Huntington’s disease gene
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7. Conclusions
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Chapter 6-10 EXxplaining the Cost of
Research Participation

1. Disclosure of Research-related Costs to Human
Subjects

Informed Consent Language
Disclosure in the Informed Consent
Protecting the Institutions

IRB Review
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Chapter 6-10 EXxplaining the Cost of
Research Participation
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1. Disclosure of Research-related Costs to
Human Subjects

> Research-related costs : 4-2247  enx 38 #75 ¥
st eout-of-pocket expenses
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2. Informed Consent Language
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2. Informed Consent Language (cont.)

» You will not be charged, nor will your insurance

carrier be charged ...... The sponsor will pay
» The parts of your care that would normally be done
as standard treatment ...... will be billed to your

Insurance company
PABEXGEDSFETAARTEY £ v 0 & @
AP
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LR SRR | R ik
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3. Disclosure In the Informed Consent
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3. Disclosure in the Informed Consent (cont.)
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4. Protecting the Institutions
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5. IRB Review
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5. IRB Review (cont.)

» National Coverage Decision for Medicare Coverage
of Clinical Trials (August 2000) : /&% & B #7
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6. Conclusions
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Chapter 6-11 Improving Informed Consent

Elements of Informed Consent Quality
The Belmont Report

Comprehension of Consent Process
Measurement of Consent Quality
Benchmarking

Structural Interventions

The Environment of Quality
Conclusions
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Chapter 6-11 Improving Informed Consent

PDCA:
» Plan: establish a baseline measurement

» Do: implement an intervention to improve informed
consent

» Check: monitor the effectiveness by continuously
measuring the quality of informed consent and
evaluating for any changes from the baseline

» Act: act on the results of measurement and
standardize the plan if successful
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PLAN
Baseline
measurement

\_

ACT
Review effect of
Intervention

CHECK
Continue
measurement
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DO
Implement an
Intervention
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1. Elements of Informed Consent Quality

Structure |—

Consent document

Addendum
consents

Process e

Initial discussion
with research
staff

Subsequent
discussion with
research staff

Provision of
additional
Information

Outcome

Information

Comprehension

Autonomy
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2. The Belmont Report
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3. Comprehension of Consent Process
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6-11

4. Measurement of Consent Quality

» Content : audits ~ inspections ~ continuation review
» Appropriate signatures
» Use approved consent
» Date
» Reading level
» Process : audits ~ monitoring ~ Interviews -~ surveys

» Outcome : respective surveys and interviews of subject
» Knowledge

» Understanding
» Autonomy
» satisfaction 116
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5. Benchmarking
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6. Structural Interventions
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6. Structural Interventions (cont.)
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/. The Environment of Quality

»>IRB : 3 s & B ehg i®
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» In general

» 80% of the Improvement can be achieved
» 20% of all possible changes that can be made
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8. Conclusions
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Chapter 6-12 Informed Consent Evaluation
Feedback Tool

1. Informed Consent Evaluation Feedback Tool
2. Our Experience With the ICE FT
3. Conclusions
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Informed Consent Evaluation Feedback Tool
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1. Informed Consent Evaluation Feedback
Tool

» Dartmouth Hitchcock Medical Center, Lebanon,
New Hampshire

> ICE FT = i1ce foot
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2. Our Experience With the ICE FT
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3. Conclusions
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