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Welcome to Module 2 of this training on the
interpretation and application of ICH E6(R2)
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o Quiz: The last few slides include quiz questions. Please read the answers, choose a
response and click “Submit.” You will have multiple attempts.
Certificate of completion: If you complete all 10 Modules with at least 80%, you

will have the option to obtain a certificate of completion. ‘g
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1.3 Attribution
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Attribution

The Multi-Regional Clinical Trials Center of Brigham and Women’s
Hospital and Harvard (MRCT Center) maintains the copyright to
these materials. The original written content and materials were
developed in English by the MRCT Center.

For any use or distribution, each slide must have the designation
“© MRCT Center”
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Please note that our attribution policy
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Harvard (MRCT Center) maintains the
copyright to these training materials which
were originally developed in English.

For any use or distribution, each slide and the
related information must include the MRCT
Center copyright.
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1.4 Outline

Outline

* This module is directed at educating and training government

regulators (reviewers and inspectors) on key concepts of
International Council for Harmonisation of Technical

Requirements for Pharmaceuticals for Human Use (ICH) Good

Clinical Practice (GCP) E6(R2).

* This global program is applicable to government regulatory

reviewers and inspectors as well as other stakeholders, including
investigators, study teams, ethics committee members, research

organizations, and sponsors.

© MRCT Center
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Overview of Training

Module 1 —What is ICH E6(R2) and how does it apply to regulators?
Module 2 — Section 2 of Guideline: The 13 Principles of ICH GCP

Module 3 — Section 3 of Guideline: IRB Responsibilities

Module 4 — Section 4 of Guideline: Investigator Qualifications and
Responsibilities

Module 5 — Section 5 of Guideline: Sponsor Responsibilities
Module 6+7 — Key Documents of ICH E6(R2)-Protocol and  Investigator’s Brochure
Module 8 — Key Documents of ICH E6(R2)-Essential Documents

Module 9 — GCP in Practice for Reviewers: Risk-based Monitoring as an element of
Quality by Design

Module 10 — GCP in Practice for Inspectors

Module 11 — Summary of Key Takeaways for Regulators VD
© MRCT Center ujq;

Notes:

In Module 2 we will focus on describing the 13 | ZEAER =, FKATKE S #EsE PR AIICH
principles of ICH GCP as outlined in the GCPAY 13T iR M)

guideline

1.6 Learning Objectives

AR

Learning Objectives

* To provide an overview of the 13 principles ICH E6(R2) GCP

* To link the 13 principles to GCP goals:
o Ensure the rights, safety, and well-being of participants
o Ensure scientific integrity of data

* To summarize the E6(R2) addenda and the rationale for
inclusion

* To describe the regulatory application of the 13 principles

VR
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By the end of this module you are expected to | AERAVFESITEA R, REIZBETERIX 13 KRN

be able to link those 13 principles to the goals e :
of GCP, which are: 5 GCP A BARERRER, B:

« to ensure the rights, safety and well-being of e WRIIXFMNA . eI

participants, o WRTFRMIRONETEN
e to ensure the scientific integrity of the study
data.

AAELRAZ S ST, YRB1Z I 1% B 5% & F0 A B
By the end of this module you should have a EE——
more complete understanding of the RKNERREEEN T®, JTERAEE GCP

addenda and their rationale, as well as an 1I3TENAEREFENNA.
ability to describe the regulatory application
of the 13 principles of GCP.

1.7 Good Clinical Practice (GCP)

2 mIE RIS EEMSE(GCP)

Good Clinical Practice (GCP)

Is a standard for designing, conducting,
performing, monitoring, auditing, recording,
analyzing, and reporting clinical trials

Provides assurance that:

* Data and reported results are credible and accurate

* The rights and confidentiality of subjects are
protected

In addition, international and national
regulations and guidelines must be followed

© MRCT Center
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As you know, GCP is an international standard
for designing, conducting, performing,
monitoring, auditing, recording, analyzing,
and reporting clinical trials.

It also provides public assurance that data
and reported results are credible and
accurate and that the rights and
confidentiality of subjects are protected,
facilitating mutual acceptance of data across
regions.

In addition to GCP, applicable international
and national regulations and guidelines
should be known and followed.
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1.8 Application of Good Clinical Practice (GCP) to Regulators

WA RX 2 SRR S IR (GCP)EY R FB

Application of Good Clinical Practice (GCP) to Regulator

A consistent standard from
which to conduct reviews
and inspections

» Reviewers: Help to identify the key
parts of the research that are critical to
the validity of the study and its results

e Inspectors: Help to outline expectations
and guide conduct of inspections

© MRCT Center
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So when we think of the regulator role and
how GCP applies, consider that GCP is a
consistent standard from which to conduct
reviews and inspection, allowing reviewers to
identify the key parts of the research that are
critical to the validity of the study and its
results [For example: Risks/safety concerns,
data collection details, scientific/statistics
plan, qualifications of study team], and
providing inspectors with the expectations
that guide the conduct of inspections [For
example: ensure appropriate
delegation/assignment of responsibilities,

Identify deficiencies in following the protocol].

HBEMNEEEEARNABUKLNAFNA GCP

Af, ZEIE GCP ¥ HIFMEEN G —irfE, #E
HHARIRINIER A EEERIEEXREE
HEE (tbmn: KE/ZeRE. BIRREFE.
B2/t AR, RENMNER) , HRKLER
RERAMIESKERENNSE (U BHREZHN
RAEBRRA T, #IAGKIRE 7T = ITHAYER
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1.9 Case study: How should regulators proceed?

EBIot EEARNMEALEEE?

Case study: How should regulators proceed?

During a routine inspection it was noted that a participant
signed the incorrect version of the informed consent form.

This is a deviation from the approved protocol and a violation

of ICH E6(R2).

The government regulators must determine what happened in
the situation and decide how to proceed.

Questions

*  What steps need to be followed and information collected to better

understand this situation?

* What evidence would be needed to assure regulators of sufficient/

appropriate study conduct and oversight?

© MRCT Center
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Here is a case study. How should the
regulator proceed?

In this case, during a routine inspection it was
noted that a participant signed the incorrect
version of the informed consent form. This is
a deviation from the approved protocol and a
violation of ICH E6(R2). The government
regulators must determine what happened in
the situation and decide how to proceed.

For this case, consider these questions:

- What steps need to be followed and
information collected to better understand
this situation?

- What evidence would be needed to assure
regulators of sufficient/appropriate study
conduct and oversight?

We will return to this case later on in this
module, but in the meantime, consider those
questions.

E£h: BEARNMIEALREE?
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1.10 The principles of ICH GCP fall under the following categories

ICH GCP R4y

The principles of ICH GCP fall under the following categories

Ethics

Protocol and Science

Responsibilities

Principles 1,2,3

Principles 4,5

Principles 6,7,8

Informed Consent Principles 9

Data Quality and Integrity Principles 10,11
Investigational Product Principle 12
Quality Control and Quality Assurance Principle 13

© MRCT Center
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The 13 principles of GCP generally fall under | ICH GCPJRNI#I 452k
the following categories wig

— TS
Protocol and science e
Responsibilities S EE

Informed Consent KRR MM
Data Quality and Integrity R AT
Investigational Product RS RERIT
Quality Control and Quality Assurance

1.11 The principles of ICH GCP fall under the following categories
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The principles of ICH GCP fall under the following categories

Protocol and Science

Responsibilities
Principles of I
ICH GCP Informed Consent
Data Quality and Integrity

Investigational Product

Quality Control and Quality Assurance
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Let's go into detail, starting with ‘ethics’.... BARMEREG K7, EMRIEFR,




1.12 Ethics

4[/\

(]

*Conducted in accordance *These are the most
with the ethical principles
that have their origin in
the Declaration of Helsinki,
and that are consistent
with GCP and the
applicable regulatory
requirement(s).

Ethical Conduct Of
Clinical Trials
Citation: ICH E6(R2) Section 2.1

A trial should be initiated
and continued only if the
anticipated benefits justify
the risks. interests of science an

society.

Rights, Safety, and Well-
being of Subjects Prevail
Caation: KH

Benefits Justify Risks
- [6(R2) Section 2.3

ICH £6(R2} Section 2.2

© MRCT Center

Notes:

important considerations
and should prevail over

d

@

Under this category, the three principles
stipulate that the clinical trial conduct be
ethical. The ethical principles have their origin
in the Declaration of Helsinki and the Belmont
Report that we will discuss later. These
principles are consistent with GCP and the
applicable regulatory requirement(s).

Second the benefits should justify the risks of
the trial, so that before a trial is initiated,
foreseeable risks and inconveniences are
weighed against the anticipated benefit for
the individual trial subject and society. A trial
should be initiated and continued only if the
anticipated benefits justify the risks.

And third, the rights, safety and well-being of
participants prevail as the most important

AREX—XAT, FERENRKXELIUR
BRX=FFN, X=FRNEKIFEZIANHEER
WEH (HREEES) M (NRRERE) .
X=%EN5 GCP & BAYEMER—EL

R, HBRARHAEBTROREN KT IR
FIRBE, EULE—TURIE TR 2 BTN S E %I
RINEE XS T MEZIXE LAY T A9 XS |
RTTEMFIAR IR . R B SHNREARTH
BB, T3 R AR FI4REEIX TG PRI -

F=, XHAFNNF., RETEURRERNE
B NEETHRZEMTE SR ENEE,
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considerations, over the interests of science
and society.

1.13 Ethical Principles

RIERN

Ethical Principles

Respect for
Persons

* Right to make decisions for
themselves

* Participation should always be 4
voluntary

* Informed Consent

* Safeguard vulnerable populations

vV E)

le

Justice

* Equal distribution of burdens and
benefits to all participants

© MRCT Center

Notes:

Beneficence

* Acceptable risk-to-benefit ratio
l' Scientifically well designed

@

These GCP principles reflect those outlined in
the Belmont Report - that research be
designed and conducted with respect for
persons, beneficence, and justice in mind.

First, research should have respect for
persons (i.e. research participants). This
means that participants should maintain their
inalienable rights - autonomy and the right to
make decisions for themselves and have
complete information about participation and
whether they want to participate.
Participation should always be voluntary.
Respect for persons is enacted by

XL GCP RS (IU/REEHRE) HII=HRN

—H— IERARNRIT L RN Z B EEE
PACTE. AFAERMEREN,
B, RARNIZEENARIEERIXE).

RERELFRIXEBEANTRSTHNF - BENK
RBA XSS RRMANTEERFRESTER

BZINRA. REZSRAXEATEERE
B, EENATBIRPHAMERE, FERE
FAAREHNATREFWMINENSS (W&
MEERBEZRAMREMIE—TRNET
IR, RREZXEFENONF ., BAEAEERSS
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safeguarding these rights through adequate
informed consent and ensuring that the
circumstances of the trial do not force or
unduly influence an individual to participate
(for example, if participants with a serious
disease are told the trial is their only option
for care). Participants should not give up any
legal rights through trial participation. And, if
a trial is to involve a vulnerable population,
additional action to safeguard rights may be
needed. (For example, in the case of enrolling
children or decisionally-impaired individuals,
requiring certain additions to the consent
process such as having a guardian execute
the informed consent or having an impartial
witness during the process would be ideal.)

Second, research should satisfy the concept
of beneficence. This means participants
should only be subject to a clinical trial if such
trial has an acceptable risk to benefit ratio, all
risks have been minimized, and the trial is
scientifically well-designed such that valid
results will be derived. Of course, the scientific
question should also be important.

Third, research should take into account
justice. This means the burdens and benefits
of research should be equally distributed to
research participants. Justice is upheld by
safeguarding participant well-being through
study recruitment that makes sense. For
example, there should be rationale for why
certain populations are targeted and why
other populations may be excluded. Also, one
may have to consider issues like participant
compensation to determine if such payment
may cause an individual (or groups of
individuals - like those who are economically
disadvantaged) to act against their own best

RIRIE EFE A CEANF . BN, MRk
FIRETRIBEBEHANR, HRE TEXBFS
HFTENRIPMBMIAIANF  (FINBE L ES R K RE
BESSHIEKRIRKE, rr%r—%w%ﬁm@
SN, M)LERKIPAZZMER , R
RIERFEET %ﬁlﬂﬁT&¢ﬁ¢4%ﬂAE
HEMIEE, )

LA —

£, WRARNTETERN. XRKRERE
e Rt R ﬁTEEMﬂV*“% P KUk
ERERRE. RAXENRITRZSEBESS
ﬁﬁﬁﬁ%ﬁ,ﬁ EREZINE. %, K
RIEHHRZEBABREER,

e PRI R R IZAM B A A IE . X E BRI
%ﬁxﬁ%@iﬂﬁﬁﬁ%ﬂ%ﬁ%%ﬁﬁ%%
o NEALETMNBEEENZRERSE. RE
ZRERUFUER . Hl0, WRARZIAERN
Aﬁﬁﬁ%h&féﬁ%ﬁ tesh, EAIZE &
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health interest.

1.14 Benefits justify risks

ka5 ML ARRR

Benefits justify risks

Risk minimization

Expected Benefits
~——

Anticipated Risks
/ :

MR
© MRCT Center T —

Notes:

The IRB/IEC must review the protocol to MIEEZRS(RB/ M RIEZRE (IEC) &
determine that risks have been minimized XS I PR 77 R 1T EEI%E ﬁﬁENBAE & ZE &R,
and that the anticipated benefits equal or FEER S F T EGB S T LRI . KBS 3k
exceed the anticipated risks. These ﬁ‘ﬁﬁ’ﬂlﬁ&?&m—'ﬁ”"%ﬁk%ﬁ%ﬁ’]ﬁ%l SR EAE
determinations are dependent on the X, TAENMEERTRZRHDNELSVEFEEZRS/
specifics of the study itself, and why each W REZERSE

protocol must be reviewed individually by the

IRB/IEC.

1.15 The principles of ICH GCP fall under the following categories

ICH GCP R4y
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The principles of ICH GCP fall under the following categories

1
|
Page 15 of 34

Ethics

Responsibilities
Principles of ‘
ICH GCP Informed Consent

Data Quality and Integrity

Investigational Product

Quality Control and Quality Assurance

@

© MRCT Center

Notes:

The next of the 13 GCP principles fall under GCP13 £ENMT— NI ZIRKRAFRSRI=Z,
the category of protocol and science.

1.16 Protocol and science

ERTTRERZ

“// S /’/’ R

[ e The available \ (e Clinical trials should
information should be scientifically
be adequate to sound, and
support the_ . described in a
proposed clinical detailed protocol.
trial.

Nonclinical and Clinical Compliance with a

information supports the scientifically sound,

trial detailed protocol
Citation: ICH E6(R2) Section 2.4 Citation: ICH E6(R2) Section 2.5

VR
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Notes:
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The 4th principle stipulates that the available
nonclinical and clinical information on an
investigational product should be adequate to
support the proposed clinical trial.

And the 5th principle requires that clinical
trials be scientifically sound and described in
a clear, detailed protocol.

GCP ML ENME, *FiIXKAARHIIER
RAGRZAR, MiZE USSR IE R

IV o
% 5 FRVBRHTHYRKXELLIE EIH
BEEfdE, NERKRETZPRET. FatbiE

R

1.17 The principles of ICH GCP fall under the following categories
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The principles of ICH GCP fall under the following categories

|
Principles of
ICH GCP

Informed Consent
Data Quality and Integrity

Investigational Product

Quality Control and Quality Assurance

© MRCT Center

Notes:
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Under the next category of “responsibilities’
stakeholder roles are described.

=n
DAl
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1.18 Responsibilities

Al

R

Responsibilities

* A trial should be conducted in compliance with the
protocol that has received prior IRB/IEC approval.

appropriate, of a qualified dentist.

Medical care/decisions by
qualified physician

IRB/IEC Approval Prior to Initiation
Citation: ICH E6{R2) Section 2.6

6

Citation: ICH E6(R2) Section 2.7

made on behalf of, subjects should always be the

*The medical care given to, and medical decisions
responsibility of a qualified physician or, when

*The investigators and their study teams are
qualified by education, training, experience

Each individual is qualified to

perform his/her tasks
Citation: ICH E6(R2): Section 2.8

© MRCT Center

Notes:

Principle 6 states that the IRB/IEC must
approve the protocol prior to the initiation of
the trial and that it be conducted as it has
been approved. This principle implies that any
changes to the protocol must also be
reviewed and approved by the IRB/IEC prior to
initiating the change, unless the change is for
the immediate protection of participants.

Principle 7 requires that medical decisions be
made by appropriately qualified physicians or,
as applicable, dentists.

While principle 8 refers to the investigators
and their study teams requiring them to be
qualified by education, training, and
experience to perform their respective task(s).

GCP H% 6 L ENIFE, WARIREAISEMERN X8
BELAEELBIMYVIMEEZRAS/TMIREZRZRA
%= (IRB/IEC) #LAERIRIEAER. ZENEKRER
T ZIXELENESRIPERI, TIHEAR
BT B8 U ER L R ST 3K 1S IRB/IEC AYBR AL
Ko

B FRUBRHERNEES (EERAR) &
KHF EEREFRE,

M 8 HKIRNBEKRARERHAMREARNERE .
BFYIMZETHAEENTEBESHER.
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1.19 The principles of ICH GCP fall under the following categories

ICH GCP R4

The principles of ICH GCP fall under the following categories

Protocol and Science
Responsibilities
Principles of I
ICH GCP

Data Quality and Integrity
Investigational Product

Quality Control and Quality Assurance

© MRCT Center
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Notes:
Next, Principle 9 addresses the important BETXR, FIXKRNSEMERDRX—FEX
category of informed consent. 2

1.20 Informed Consent

HMiERR
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Informed Consent

* Freely given informed consent should be \
obtained from every subject prior to clinical
trial participation.

e \/oluntarism

e Information disclosure

» Decision-making capacity

 Informed consent is a process, not a form

Freely given from every

subject prior to participation

Citation: ICH E6(R2) Section 2.9

© MRCT Center

Notes:
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The concept of freely given informed consent
describes the necessity that consent is
voluntary, that all necessary information is
disclosed appropriately and in a language
understandable to the potential participant,
and that the potential participants are able to
make an informed decision, in other words,
that they are capable of rendering a
independent decision. That every subject
provide freely given informed consent prior to
clinical trial participation goes beyond the
signing of the form, and speaks to the process
of engaging with potential participants about
the study and their willingness to join.

BHMER —SHER T ERLAFEEER
[y, ﬁﬁﬁu&%ﬁ’ﬂm\%ﬁu BAEZHAE T INERN
BEEHMEEE, FEBEZHERBMEMNE
RE, BATET, fR1EEEMEIRIANRE.
BUZHAEBES SRR EBER BB
IEHE' LI/\E%H'[%@%%E@%%, E@?ﬁﬁ%
RESHAEZRBEMITMARIULMNSENE
BHfTABMIERE.

1.21 The principles of ICH GCP fall under the following categories
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The principles of ICH GCP fall under the following categories

1
|
{

Ethics

Protocol and Science
Responsibilities
Principles of ‘
ICH GCP Informed Consent

Investigational Product

Quality Control and Quality Assurance

VMR
© MRCT Center ujq;
Page 21 of 34

Notes:

Under the next category of ‘data quality and | GCP R T —K 7" HIEREF T E M B
integrity’, we find two additional principles. B

1.22 Data quality and integrity

HIEmREMT RN

Data quality and integrity

/- All clinical trial information should be ) (- The confidentiality of records should
recorded, handled, and stored in a be protected, respecting privacy and
way that allows its accurate reporting, confidentiality rules in accordance
interpretation and verification. with applicable regulatory

requirement(s).

ICH E6(R2) ADDENDUM

This principle applies to all records
referenced in this guidance,
irrespective of the type of media used.

Accurate reporting, Protects confidentiality
interpretation, and : of records

verification

Citation: ICH E6(R2) Section 2.10 Citation: ICH E6(R2) Section 2.11

VMR
© MRCT Center Mq;
Page 22 of 34
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Notes:

Principle 10 describes the necessity of
accurate reporting, documentation,
interpretation, and validation of the data. We
also see the first addendum of the section
under Principle 10- expanding the Principle to
all records regardless which type of media is
used to record study data. This addendum
was added specifically to call attention to the
increasing use of digital data.

Principle 11 refers to the privacy and
confidentiality of all records that could
potentially identify subjects, and calls
attention to applicable regulatory
requirement(s) that may differ country to
country.

%10 FRNER T AERHRE . Io%X. BENZY
HIEMNSENE, BMNEFRERN 10 THE—D
B3R - -z R Y REIFT A RYICSR, TR AW
MR RN RIC KR EIE. ZHRREA
IEATSC0E 6 A B 2518 2 Y B T R Mg inad .

% 11 FRNZEHARME JEIRAZIHE FHHIIC
EKMRBMUN S EERP, FREFCEERNAE
RENBKRUTERER

1.23 The principles of ICH GCP fall under the following categories
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The principles of ICH GCP fall under the following categories

Ethics

Protocol and Science

Responsibilities

Principles of
ICH GCP

Informed Consent

Data Quality and Integrity

Quality Control and Quality Assurance

© MRCT Center

20




Notes:

The next category refers to the investigational | GCP RN T —RFI2 XTI AR,
product.

1.24 Investigational Product

X3 A2

Investigational Product

"
e Investigational products should be

manufactured, handled, and stored
in accordance with applicable GMP;
and used in accordance with the
approved protocol.

Conform to Good Manufacturing
Practices (GMP) and used per protocol 12

Citation: ICH E6(R2) Section 2.12

MR
© MRCT Center 7 wq;
Page 24 of 34

Notes:

It stipulates that all investigational products | ZFRUME, MEREAARN LZRERN
should be manufactured, handled, and stored | ZAq4E = REEIEMSEGMP) L. ALIEFIfE

in accordance with applicable Good 7. Mo, B AARNEREHEMNIRK
Manufacturing Practices or GMP. Further, all | TTR{EA.

investigational products should be used in
accordance with the approved protocol.




1.25 The principles of ICH GCP fall under the following categories

ICH GCP R4

The principles of ICH GCP fall under the following categories

Ethics

Protocol and Science

Responsibilities
Principles of I
ICH GCP Informed Consent

Data Quality and Integrity

Investigational Product

o
o
o
Y
w
A

@

© MRCT Center

Notes:

Lastly, Principle 13 addresses quality control | &5, £ 13 ZRNF XK REEHIHRERIE.
and quality assurance.

1.26 Quality control/quality assurance

REEH/ RERIE
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Quality control/quality assurance

==

/ . . N\
/» Source and other documentation important \

e Systems of oversight such as risk-based
monitoring (RBM)

ICH E6(R2) ADDENDUM Aspects of the trial that
are essential to ensure human subject protection
and reliability of trial results should be the focus
of such systems.

Systems with procedures to assure
the quality of every aspect of the trial
should be implemented.

Citation: ICH E6(R2) Section 2.13

13

© MRCT Center

Notes:
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It dictates that systems should be
implemented that support and assure the
quality of every aspect of the trial, factoring in
source and other study documentation, and
putting appropriate systems of oversight into
place. A second GCP addendum is added to
this section, clarifying that oversight systems
should focus on those aspects of a clinical trial
that are essential to ensure human subject
protection and reliability of trial results. This
addendum addresses the concept of risk-
based monitoring (or RBM) that suggests that
the level of oversight may be apportioned to
the level of risk either to participant safety or
to data integrity. We will discuss RBM
extensively later in this course.

ZERUMER L EFNRILOAE & TEREN
ARG, SFEEXHMEMARHE, FEZEY
HMEB RS, KADHIEMNTEZ/) GCP %, ERA
THREBRGNE R TERRIINENFRIPR
WERNEMXEEXETENAE. ZHRD
FETXEHESE (SF RBM) A9#ES, FRIAK
BHEETSZHELEIEBETEHINETRE
BFHREN. BAEERERANITIE RBM,
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1.27 Distributed Responsibilities: Understand their Roles

REni: ERSEENAE

Distributed Responsibilities: Understand their Roles

Research

Organizations Coordinators

Regulatory
Authorities

Data Entry
Personne!
and Data
Managers

&)

© MRCT Center
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There are many different stakeholders
involved in designing, conducting, and
reporting a trial. Each are responsible for the
clinical trial, although their roles and
responsibilities differ. Regulators should know
and understand the many roles, including

- Sponsors

- Clinical investigators and the study team
which can include

- Research nurses

- Clinical research coordinators

- Clinical research associates
There are also the roles of

- Study pharmacists

- IRB/IEC

- Contract Research Organizations

- Medical monitors
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- Data entry personnel and data managers
- Regulatory authorities
- Research participants

- And others, as applicable

We will discuss the roles and activities of
many of these different stakeholders
throughout this GCP course.

BATBEEA GCP RIS X LA F 2548 5%
ENRABIES.

1.28 In summary
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In summary

Good Clinical Practice (GCP) puts into action 13 principles for the

conduct of clinical trials that ensure

Compliance

These principles incorporate the essential elements of GCP

Independent
Ethical Review
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Informed Consent
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In summary, good clinical practice puts into
action 13 principles that ensure ethics, quality
and compliance in the conduct of clinical
trials, incorporating

the essential elements of GCP:

e Valid methodology and data quality

e Balance between risks/benefits
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eIndependent ethical review

« Informed consent

o JRUREEHE

o HERE

1.29 Case study: How should regulators proceed?

Case study: How should regulators proceed?

During a routine inspection it was noted that a participant
signed the incorrect version of the informed consent form.
This is a deviation from the approved protocol and a violation
of ICH E6(R2).

The government regulators must determine what happened in
the situation and decide how to proceed.
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Notes:

Returning to the case study presented earlier
in the module, let us consider how we might
investigate this issue given the principles of
GCP just presented.

In Section 2.3 it is noted that the rights, safety,
and well-being of the trial subjects are the
most important considerations.

And in Section 2.9 it states that freely given
informed consent must be obtained from
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every subject - but in order to give informed
consent, the individual considering
participation must be presented with the
correct information.

Signing the incorrect version of a consent
form raises questions about the protection of
subjects and the validity of the consent.

So let's review how you might respond to the
following questions.
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1.30 Quiz

Please
move on
to the ’
Quiz
>

™
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Notes:

Please review and respond to the following questions at your own pace. When complete, please

click Submit.
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