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The aim of the ethiX Newsletter in clinical research is to provide you with current regulatory and Ethics
related information which will be useful in doing what is right for patients, society. This does not replace
any source information for references and compliance, but serves to enhance understanding of the
changing Regulatory environment and clinical trial development within India, to shape and foster
clinical research ecosystem.

Indian Society for Clinical Research:
Visit our website Indian Society for Clinical Research http://www.iscr.org. To become a member
of ISCR, contact us at info@iscr.org.
Follow us in Twitter weblink - https://twitter.com/iscrindia
Linkedin - https://www.linkedin.com/groups/2592135/
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International Clinical Trials Day
(ICTD 2021):
Transforming Lives – 2021 and
Beyond.
International Clinical Trials Day (ICTD)
commemorate the day when James Lind
started his famous clinical trial on scurvy in
1747, May 20th, and laid the foundation for
modern clinical research. Celebrated every
year on or around May 20th, ICTD is an
opportunity for research organizations,
clinical research professionals, and the
public to acknowledge the achievements
that result from clinical research.

ISCR GCP Help Desk on the
day of ICTD - 20th May 2021.
Indian Society of Clinical Research (ISCR)
proudly announces the launch of GCP
Helpdesk on the day of International Clinical
Trials Day ICTD 2021.
This initiative is in alignment to ISCR's
mission to shape and foster in India an
environment facilitating ethics and
responsible clinical research for better
patient outcomes.
Just post your query on the link
https://www.iscr.org/clinical-researchcouncil/ and we will guide you to best of our
knowledge and expertise

The International Conference
on Harmonization (ICH)
ICH shares "work-in-progress"
update to GCP guidance

(James Lind)
Indian Society of Clinical Research (ISCR)
commemorate 2021 ICTD celebration with a
theme: Transforming lives – 2021 and
beyond. Clinical researchers have played a
crucial role bringing new innovative
treatments transforming lives and
accelerating the drug development cycle.
ISCR acknowledges all your efforts leading
in the front to protect our patients,
maintaining trial integrity during these trying
times.

We salute our Clinical
Researchers !!!
Ethics Council launch
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The International Conference on
Harmonization (ICH) has made available a
draft version [6] of its updated principles for
good clinical practice. The principles are to
be considered a “work-in-progress,” wrote
ICH in announcing the availability of the
updates, which are still in development by
the ICH's E6(R3) expert working group.
“The principles are interdependent and
should be considered in their totality to
assure ethical trial conduct, participant
safety, and reliable results of clinical trials,”
noted ICH.
The draft of the guideline's overarching
principles, setting forth 12 broad
considerations, is currently available for
viewing. The principles range from an
admonition to abide by the ethical principles
of the Declaration of Helsinki, to
recommendations to base trials on “robust
and current scientiﬁc knowledge and
approaches” with clear protocols, to
recommendations to run trials that generate

reliable results in accordance with
applicable good manufacturing practice.
Many of the 12 key principles have several
sub-heads giving more detailed advice for
trialists.
The working group is sharing the draft
version of the updates to promote
transparency and move toward a common
understanding of how the new guidelines
will impact GCP, giving consideration to the
“wide and substantial impact” of ICH's GCP
guidance. ICH will open the draft updated
guidelines for public consultation once the
working group reaches Step 2 in the multistage ICH guideline development process.
https://database.ich.org/sites/default/ﬁles/ICH_E6-R3_GCP-Principles_Draft_2021_0419.pdf

Implementation of SUGAM
(SUGAM - CDSCO
(cdscoonline.gov.in) for
Clinical Trial Serious Adverse
Event Reporting – The Drugs
Controller General of India
(DCGI).
SUGAM goes online for SAE
reporting.
A notice File No.CT/SAE-Misc-10/2020-Part.
B, was issued by DCGI on 25th Feb 2021,
stating: “The development of software for
online submission of SAE reports has been
completed and the stakeholders are
requested to avail this facility which is
intended to further reduce the time and
transaction cost. Therefore, it is now
decided that it will be effective from
14.03.2021, and from this date
physical/ofine ﬁles of SAE reports may not
be accepted for processing.
Follow up reports of the already submitted
SAE reports shall be continued to be
submitted in ofine mode.”
SUGAM SAE reporting is implemented
effective from 14 Mar 2021.

Did you Know?
Ethics Committee(EC) should be mapped to
the clinical trial in SUGAM portal, to enable
submission of the Day 30th - SAE reporting.
After SAE Due Analysis report is submitted
by investigator and sponsor by 14th day of
the knowledge of occurrence of SAE, the
Ethics Committee should submit SAE report
via SUGAM portal within 30 days of receiving
the report of the SAE from the investigator.
The EC may proceed to ﬁll its 30th day SAE
Due Analysis Report via SUGAM portal.

Join our movement for
CARBON Footprint: Reducing
paper footprint, #digitalEC
#smartEC
Let us make a difference for the planet and
the climate - reducing “paper footprint” is
the only way to go. By using less paper, we
can reduce impact on forests, cut energy
use and climate change emissions, limit
water, air and other pollution and produce
less waste.
SUGAM – An e-Governance Solution from
CDSCO for Drug registration, Clinical Trial
Submission and approvals is a great
initiative which enable all applicants submit
regulatory dossiers online and reduce paper
load.

Pulse Check
1 Site EC Submission = 4000-5000 pages.
(Assumption of 10 copies of EC binder and 1
binder consists of all clinical study
documents with 400-500 pages - for the
purpose of calculation)

Did you Know?

https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadPublic_NoticesFiles/noticeSAEdcgi.pdf

Upwards of 15 billion trees are cut down
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each year in the world,
One tree can produce about 8,333 sheets of
paper.

The Ethics of Mask Wearing:
Our Moral Responsibility.
Masks should be used as part of a
comprehensive strategy of measures to
suppress transmission and save lives;
Make wearing a mask a normal part of
being around other people. The
appropriate use, storage and cleaning or
disposal of masks are essential to make
them as effective as possible.
Here are the basics of how to wear a mask:
• Clean your hands before you put your
mask on, as well as before and after you
take it off, and after you touch it at any
time.
• Make sure it covers both your nose,
mouth and chin.
• When you take off a mask, store it in a
clean plastic bag, and every day either
wash it if it's a fabric mask, or dispose of a
medical mask in a trash bin. (Note:
Dispose after cutting off the loops on the
sides to avoid birds and small animals
getting entangled)

Did you Know?
Nearly 50% of Indian's aren't wearing masks,
and of those wearing it, 64% aren't doing it
properly. So, no more than 14% Indians are
wearing masks the way they should be to
protect themselves and everybody around
them from further spreading the biggest
pandemic in over a century. For more details
of key ﬁndings of the survey conducted with
nearly 2000 respondents from over 25 sites.
(https://timesoﬁndia.indiatimes.com/india/h
alf-of-india-isnt-wearing-masks-and-theother-half-is-wearing-themwrong/articleshow/81983995.cms)
Double Masking: With the second wave of
coronavirus in India, several medical experts
have recommended wearing two masks to
prevent the infection. According to a study,
wearing two tightly-ﬁtted face masks can
nearly double the effectiveness of ﬁltering
out SARS-CoV-2-sized particles, preventing
them from reaching the wearer's nose and
mouth and causing COVID-19.
The research, published in the journal JAMA
Internal Medicine, shows that the reason for
the enhanced ﬁltration is not so much
adding layers of cloth, but eliminating any
gaps or poor-ﬁtting areas of a mask. The
Government has released recently Do's and
Don'ts for double masking and check out the
details :
https://pbs.twimg.com/media/E08fvLDVEAcUjWM?format=jpg&name=large

• Don't use masks with valves.

Your feedback
matter a lot. We
would like to
hear from you.
Please share
your feedback
about the
newsletter to
info@iscr.org.
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