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131971 1. dllewnlu ICH GCP fiafiumsiiugeu/eyiiflasesenisidy

3. IRB/IEC
3.1.2 The IRB/IEC should review a proposed clinical trial within a reasonable time and document
its views in writing, clearly identifying the trial, the documents reviewed and the dates for
the following:
- approval/favourable opinion;

4. INVESTIGATOR
4.4.1 Before initiating a trial, the investigator/institution should have written and dated approv-
al/favourable opinion from the IRB/IEC for the trial protocol, written informed consent
form, consent form updates, subject recruitment procedures (e.g., advertisements), and
any other written information to be provided to subjects.

5. SPONSOR
5.11 Confirmation of Review by IRB/IEC
5.11.1 The sponsor should obtain from the investigator/institution:
(a) The name and address of the investigator’s/institution’s IRB/IEC.

(b) A statement obtained from the IRB/IEC that it is organized and operates according

to GCP and the applicable laws and regulations.

(c) Documented IRB/IEC approval/favourable opinion and, if requested by the sponsor,
a current copy of protocol, written informed consent form(s) and any other written
information to be provided to subjects, subject recruiting procedures, and docu-
ments related to payments and compensation available to the subjects, and any
other documents that the IRB/IEC may have requested.
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AAKUIN 7 1589 LAKA

ANNEX | Application Dossier for the
Initial Application

ANNEX Il Application Dossier for
Substantial Modification

ANNEX Il Safety Reporting

ANNEX IV Content of the Summary of the
Results of the Clinical Trial

ANNEX V Content of The Summary of
the Results of the Clinical Trial
for Laypersons

ANNEX VI Labelling of Investigational
Medicinal Products and
Auxiliary Medicinal Products

ANNEX VIl Correlation Table

UNIATIEN

1. W81y Clinical trial, Clinical study wag

Low-intervention clinical trial
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- Wasudatuauun1side vseRunu
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- WwWasu clinical research associate (CRA)

- Wasunihinglumhsauvesaliuayuy
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nSauiUwaARNIF8819b e 3 Fegna

3. msdglunguiusnzuns

ICH GCP Tnflenunguiusizunald wagnanafianisidelu
yanailiansadusenlddsindusesveanubusenanguny
Ineweusssy WU o1l §Uie dementia wazszyIndiniiase
AYUBULBIAT A NIOVOIYARAVATT LaYINANNNTD
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UL non-therapeutic trial ﬁuqﬂﬂamehﬁﬁaa (1
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mdusgiifegszsium (@) Lidasenguune (5) Iduany
Fuvouinemnsunsatessy naeibsndunaeifinas
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EU Regulation nanfiangusizunld 4 nau laun
11931 31 YAAAYINAINEINNTAIALEUEEN (incapacitated
subjects) 31951 32 §lend (minors) UagdnsT 33 R A eh
LLaw@ﬂﬁuuqm (pregnant or breastfeeding women) nyau
Geulaldsean ICH 6P undldoulafisosfinnuegrssounay
k) 1ﬂ1ﬁ§ﬂ§]ﬁ1ﬁ] vseRutlauneaadns vivedunulaevousssu

VusaduRusewe (no incentive or financial inducement)

Snuszidiuiiddly  Regulation  fFenisuseiiiulasesng
mﬁﬁafﬁaaﬁﬂismﬂ’ﬁlfﬁmmmlﬂuﬁﬂimﬁu audegiion
wnedadsinginlsaiiite uagdulssnnsfifnu wdends
nldsumuinwniivinudassiidanudevyding

The assessment of applications for
the authorisation of clinical trials should
be conducted on the basis of appropriate
expertise. Specific expertise should be
considered when assessing clinical trials
involving subjects in emergency situations,
minors, incapacitated subjects, pregnant
and breastfeeding women and, where
appropriate, other identified specific
population groups, such as elderly people
or people suffering from rare and ultra
rare diseases

...specific consideration shall be
given to the assessment of the application
for authorisation of a clinical trial on the
basis of expertise in the relevant disease
and the patient population concerned or
after taking advice on clinical, ethical and
psychosocial questions in the field of the
relevant disease and the patient
population concerned.

n5afllainngann US Policy
If an IRB regularly reviews research

that involves a category of subjects that is
vulnerable to coercion or undue influence,



such as children, prisoners, individuals
with impaired decision-making capacity,
or economically or educationally
disadvantaged persons, consideration
shall be given to the inclusion of one or
more individuals who are knowledgeable
about and experienced in working with
these categories of subjects. (§.107 IRB
membership)

4. n133189uAUUaBANY (safety report)
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AIREN)
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1. Adverse Events and Causality

2. Expectedness, unexpectedness and the ‘Reference
Safety Information’ (RSI)

3. Information for the reporting of SUSARs

4. Follow-up reports of SUSARs

5. Unblinding treatment allocation
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@4 Annual safety report
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US FDA szyliisineann EU Regulation lng 21 CFR Part
312 szﬂﬁﬂaﬁuayumﬁ%’aﬁEJq’mﬂ’mJL?i&Nﬁ%ﬁaLLiqﬁWﬂu
ATI9elul (investigational new drug, IND) Wag biocavail-
ability/ bioequivalence studies wasglusisio FDA Lazlasn
Wonn site Wnetiaflanuinfiozild 15 Yu ndsfaliuayumside
Usgfiuindiine  SUSAR  lamzfiimdnguaduayuaiuidon
Tysiuen3de (only if there is evidence to suggest a causal
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WINTIgNUANISAlAYY Fatduayunsidenessyimnnisalivuy
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fan1suntesenaadas vielenafinainnisining “there is a
reasonable possibility that the experience may have been

caused by the drug” Tu CFR falU wumsatuiidelsusie
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Suspected adverse reaction means any
adverse event for which there is a
reasonable possibility that the drug
caused the adverse event. For the
purposes of IND safety reporting,
‘reasonable possibility’ means there is
evidence to suggest a causal relationship
between the drug and the adverse event.
A suspected adverse reaction implies a
lesser degree of certainty about causality
than adverse reaction, which means any
adverse event caused by a drug.

18azdenbuwIaUUilgiganeNay it Ideuay
FDA
WAZADARABINUNNUBVBIENAIN

Y
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duiiusiiue3de (reasonable possibility) §idesaslinnuiuse
Hatiuayunside  wagaiuayumsideusziliviedninunedes
s189un3eld (reportability)

dmiun1senuauUasnienenneNITUNITITLEITN
flo91 SUSARs \Judunilsves unanticipated problems 1n33e
FFITBNUABANYNITUNIITESTIUAELSIURY 21 CFR
312.66 luduilagifiud EU regulation tlssssyliiaifuayunis
WerenusenauensTuNsIziurRT single opinion’

Sec. 312.66 Assurance of IRB review.

The investigator shall also assure
that he or she will promptly report to the IRB
all changes in the research activity and all
unanticipated problems involving risk to
human subjects or others, ....
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6. nsnszvnmibsauulyuannlases1en1side (protocol

deviation)

ICH GCP ifiTeazidenisesiitenunn (Ngussyyinnne
N551N15938555UAITANUATNUNIT LU AITNTEYINNNSI D8 UY
(deviation) WaasuudanlasesimsIfenlasueuda
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wiTiwazBeaisANUsIngly ICH E3" uaz ICH M4
Feuszanaldndvsdnin  protocol deviation Waz protocol
violation AaSu1e® fAe
®  Protocol deviations M1efanSiURYY
(change) nMs1de9iuu (divergence) NseanUBN
19 (departure) lUannseenuuuidve #e3d

Aav Ao ' Y
Msveni U lilulasasnaniside



® Important protocol deviations Li‘;lusqmsiaasuaq
protocol deviations fienaderansznuegeiity
dAaysiaANANYIAl ANWINEN wag/viToRIY
Undefevesieyaide vie ans arwaoni
LLazmmL‘ﬁua&uiﬁammmmaﬂm U N33V
panatinsdnsiteiiEunaeisualiag vde
Lifusunndeyaiisuduiiouszidiu primary
endpoints vilude scientific validity ¥94n1%

@

98

10.2 Protocol Deviations
All important deviations
related to study inclusion
or exclusion criteria, con-
duct of the trial, patient
management or patient
assessment should be
described.

® @191 Protocol violations Wag important
protocol deviations vendaldaduiiliitedns
fenadsauuegeiiteddyanderinualy
159919115398 0819l5Anm Tu Annex IVa 24
ICH E3 guidance 14 protocol violations 1ng
ANLTTNeRNyI Ny protocol deviations
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