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J&3Z Consideration should be given to providing a factual summary of the overall study results to
study participants in an objective, balanced and nonpromotional manner, including relevant
safety information and any limitations of the study. In addition, consideration could be given
to providing individual participants with information about their study specific results (e.g.,
their treatment arm, test results). The information should be conveyed by someone involved 1n
the health management of the participant (e.g., the clinical investigator). Participants should be
informed about the information they will receive and when they will receive it at the time of

_providing informed consent.




GCP Renovation T ER{GERHEBICEA T 5Iat

| ERSBRICRT BERABROBIINEICIL, 5T 7 ¥ A TR ORA ST — F = A0, Hakd |
i%®%%m®“ﬁ&0%%ﬁ%ﬁ%®A%ﬁﬁihéoﬁ%ﬁ%m%wf%\;@i?&ﬁ@ﬁ%%ﬁ5:
:
1
1
1
1

&ﬁ%%ﬁ%ﬁﬁé@éo@ﬁ%fﬁ@@&wﬁﬂ%A:ﬂﬁﬂ%m#%:&m\%%ﬁ%@ﬁﬁ%mb\
FBEIREARABRZRO U, ERIGICRIT DEERECHFHREMT 52 2@ LT, @ik &R BAEM
kﬁ%ﬁ-ﬁ®ﬁ%@$ﬂﬁbf%ﬁﬁf%éo

JR3Z The transparency of clinical research in drug development includes the registration of clinical
studies, before they start, on publicly accessible and recognised databases, and the public
posting of clinical study results. Adopting such practices for observational studies also
promotes transparency. Making objective and unbiased information publicly available can
benefit public health in general, as well as the indicated patient populations, through enhancing
clinical research, reducing unnecessary clinical studies, and informing decisions in clinical
practice.
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Once the trial has been unblinded and relevant analyses/conclusions have been
completed and finalised, the sponsor should generally, in accordance with
applicable regulatory requirements:

(1) Make trial results publicly available;

(11)  Provide the investigator with information about the treatment taken by
their participants for blinded trials;

(i11)  Provide investigators with the trial results. Where a summary of trial

results 1s proviaed to participants, this should have language that is

non-technical, understandable to a layperson and non-promotional.
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