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Phase  Trials (n)
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1.27 Independent Ethics Committee (1IEC)

An independent body (a review board or a committee, institutional, regional, national, or
supranational), constituted of medical professionals and non-medical members, whose
responsibility it is to ensure the protection of the rights, safety and well-being of human subjects
involved in a trial and to provide public assurance of that protection, by, among other things,
reviewing and approving/providing favourable opinion on, the trial protocol, the suitability of the
investigator(s), facilities, and the methods and material to be used in obtaining and documenting
informed consent of the trial subjects.

The legal status, composition, function, operations and regulatory requirements pertaining to
Independent Ethics Committees may differ among countries, but should allow the Independent
Ethics Committee to act in agreement with GCP as described in this guideline.

1.31 Institutional Review Board (IRB)

An independent body constituted of medical, scientific, and non-scientific members, whose
responsibility is to ensure the protection of the rights, safety and well-being of human subjects
involved in a trial by, among other things, reviewing, approving, and providing continuing
review of trial protocol and amendments and of the methods and material to be used in obtaining
and documenting informed consent of the trial subjects.
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FDA  ICFANMDEEETE T

k}uidance for Sponsors,
Investigators, and Institutional
Review Boards

Questions and Answers on
Informed Consent Elements,
21 CFR § 50.25(¢)

(Small Entity Compliance Guide)

TU.5. Depariment of Health and Human Services
Food and Drug Adminkiration

February 2012

6. What is the exact statement required to be included in informed consent
documents?

Under new 21 CFR 50.25(c¢), the following statement must be reproduced word-for-word
in informed consent documents for applicable clinical trials:

“A description of this clinical trial will be available on Attp./www. ClinicalTrials. gov, as
required by U.S. Law. This Web site will not include information that can identify you.

At most, the Web site will include a summary of the results. You can search this Web
gite at any time.”
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Clinicaltrial.gov

lIvermectin 85 studies Favilavir (Abigan) 75 studies

List By Topic On Map Search Details List = By Topic  OnMap Search Details

A similar maj vailable for all studies in ClinicalTrials.gov

Click on the map below to show a more detailed map (when available) or search for studies (when map not available).

in that region

Colars indicate the number of studies with locations in that region Most

Loast D Labels give the exact aumber of studies

Labels give the exact aumber of stndies Source https //ClinicalTrials gov
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Clinical Research:

Beyond the Ethics of Clinical Care
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CLINICAL
PHARMACOLOGY

Good ethics cannot do without good science;
Good science can be ethical,
Whereas bad science can never be.
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We don‘t know what we know.
We know what we know. We don't know what we don't know.

We know what we don’t know.
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