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What is a clinical trial”? (WHO)
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T What is a clinical trial? (WWHO)

}gn research study that prospectively assigns human participants
or groups of humans to one or more health-related interventions to
evaluate the effects on health outcomes.

» drugs, cells and other biological
products (Phase | to Phase V)

» surgical procedures,

» radiologic procedures,

» devices

» behavioural treatments,

» process-of-care changes,

» preventive care,
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What is trial registration?
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“Every clinical trial must be registered
in a publicly accessible database

Declaration of Helsinki (2002)

j - hat iS tria/ regiStratiOn ?< before recruitment of the first subject’-

O {j

N R,

WHO - established in August 2005

Clinicaltrial.gov - February 2000

The publication of an internationally-
agreed set of information about the
design, conduct and administration of
clinical trials.

These details are published on a
puincIy-aE;essibIe website managed by

a registry|conforming to WHO standards.

Governed by |

The U.S. National Institutes of Health,
Department of Health and Human
Services, through its National Library of
Medicine, has developed
ClinicalTrials.gov to provide patients,
family members, and members of the
public current information about clinical
research studies.

not-for-profit
organization
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(Data from Registries by WHO region / May 2020) e o}
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|| European Region 172034
|| Eastern Mediterranean Region 35166
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l no trials will be considered
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A DI UNUNNINDIITTTUNTIVOIUAY  (Declaration of Helsinki) for publication unless they
' are included on a clinical

trials reqistry
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. fem somra 2. International Committee of
uamsigiamungs lunaYueeeasinaye Medical Journal Editor -
ICMJE (2005)
4 N 4 D 4 - =N .
. : the International Clinical
Clinicaltrial.gov _ . : :
NIH. US DHHS Declaration of Helsinki Trial Registry Platform
’(2000) (2002) (ICTRP) Network
WHO standard (2005
“ o € by © (2005)

"Every clinical trial must be registered in a
publicly accessible database before
recruitment of the first subject’
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Why is trial registration ~ ** { ;1

Important? | ~d

™y

The registration is considered to be a scientific, ethical
and moral responsibility because:

o to ensure that decisions about health care are informed
by all of the available evidence, reduce publication bias
and selective reporting

o Improving awareness of similar or identical trials will
make it possible for researchers and funding agencies
to avoid unnecessary duplication

o Making researchers and potential participants aware of
recruiting trials may facilitate recruitment

1S9ULSEVIAY A, WIY. WSSTULLY UTKadsys 14
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Why is trial registration S X ;}J
Important? (cont.) 1

-

o Enabling researchers and health care practitioners to
identify trials in which they may have an interest could
result in more effective collaboration among
researchers. The type of collaboration may include
prospective meta-analysis

o Describing clinical trials in progress can make it easier
to identify gaps in clinical trials research

o Registries checking data as part of the registration
process may lead to improvements in the quality of
clinical trials by making it possible to identify potential
problems (such as problematic randomization methods)
early in the research process
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What is the information to be registered?
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What is the information to be
registered?

Project title

o Public title -Title intended for the lay public in easily understood
language.

o Scientific title - as it appears in the protocol submitted for
funding and ethical review. Include trial acronym if available.

Sponsor
Study locations
Contact information

o Contact for public queries: Email address, telephone number
and postal address of the contact who will respond to general
queries

o Contact for scientific queries: Name and title, email address,
telephone number, postal address and affiliation of the Pl
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I 7 <! What is the information to be registered 27
X} Study type consists of:

a =X a v . .
FUAVYBINIIANYIVY type of study (inferventional or lleesiter cameesle

observational); mechanism and sequence

Ao o . generation will be documented.
* NI99NUVUNIIIVY Sstudy design including:

& method of allocation (randomized/non-randomized);

& masking (is masking (blinding) used and, if so, who is

= J A Y Y 1 A o 9 J
VINUNITFUABARIUITINVYLUINQY
masked);

d' Y = QJQd' Y [*>
ﬂo‘nz"lmuﬂﬁﬂg]wmuﬂﬂmanu
O assignment (single arm, parallel, crossover or

g’; == a\ Y | ]
. NN AUUNMsUntlavenavaaIu
factorial); Y

o MEINUNTZUIUNTIVG VZADIUD
PUIPOSE; 5 J
N5 UIUNIININa 1 NI 1uaeY

- 5282U09M3398 phase (if applicable).
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Ay “‘What is the information to be registered ’7

ANTNITUITUIOINAULATINAITITETITUNITIVY I UAU

Ethics review

4 1a5umssusesnseds status of approval by at least one named ethics
review committee (not approved, approved, not available); mﬂgﬂﬂmaﬂ

% 3 U Y U ot QJSI Yy v
* Tunldsumssuses - IUYiNA®1E date of approval; N133UIBIVSA0AIVBYA

Y e e AW - Y Ty W AN UNNTONIVANA
2 POYATHIUNIIAANBNLIAMZNIINNIIDIUFIINMTIVG I UAUN]HNITUI9

name and contact details (address, phone, email) of ethics
committee(s)

NQNUNIANNIITUI

immediately updated if an ethics committee has withdrawn its approval
an explanation of the reason for withdrawal of approval should be disclosed
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Souisedlag f. WYY WITULY Mul‘ﬁ’d?liﬁl% 21
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Sl A summary of the study protocol

* Eligibility criteria: Inclusion, Exclusion
* Recruitment status: Date of first enrolment, recruiting, suspend, complete
* Sample size, Final enrolment number — update-i

* Completion date “last subject, last visit” — update_i

) A Y Y
ﬂjawamw@aumiumﬁ

% Summary study results — update
y y P -i AN ?wmmgmwawa

o the number of participants starting and completing the study, naq?qmmmmuﬂ@msmw@

o baseline CharacteristiCS, g@g!n"uu u@@gmgqng@ﬂ

o outcome measures, PoyanANNOTUTH
=\ U Y

o adverse events N13738N I8
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What is the information to be registered?

WHO - International Clinical Trial Register Platform (ICTRP)

Title, sponsor, study
locations, contact
information (for public
queries, for scientific
queries)

Ethical approval, date of
approval, name and
contact details (address,
phone, email) of ethics
committee

Withdrawal of approval and
the reason (if ever)

= = a
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- Initial: Protocol synopsis,
eligibility criteria, sample
size, date of first enrolment
- Update: Final enrolment

number, Completion date,
Summary study results
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