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This edition contains

➢ National Pharmacovigilance Week Celebration in Sep 2021
➢ Challenges in conduct of Clinical Trials during COVID-19 Pandemic with recap into
Remote Data Monitoring Guidelines
➢ India’s COVID-19 Vaccination Program Status
➢ Investigator Column- Clinical Trials from an Investigator’s Perspective
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National Pharmacovigilance week celebration (Sep
2021)
Pharmacovigilance: A Step Towards Patient Safety
To celebrate ‘National Pharmacovigilance Week 2021’ (From Sep 17th to Sep 23, 2021), FS
Endocrine & diabetes center in association with Clinisol and IC organized a Talk on “Current
Update on Pharmacovigilance activities in India” by Prof Dr Faraz Farishta for 100 pharma
Post Graduate and PhD students at their center. A Quiz Competition and Posters on awareness
were also organized as a part of the event for students to participate and showcase their talent. It
was followed by performing patient awareness activities at Thumbay Hospital and at FS
Endocrine Center to create an awareness in the public and healthcare professionals about the
importance of Adverse Drug Reaction reporting to improve patient safety. The event involved
more than 150 patients.

Dr. Farishta ended the session on importance of the theme for this year "Pharmacovigilance: A
step towards Patient Safety"and the way ahead in emerging India.
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Challenges in conduct of Clinical trials during COVID19 pandemic
COVID-19 pandemic has brought with itself a multitude of challenges with the conduct of
Clinical Trials, while the world continues to cope with the pandemic that has to an extent been
controlled, but it continues to challenge the world with newer strains and continued efforts
towards research and new remedies.
Some of the challenges faced during COVID-19 with the conduct of Clinical Trials and the
lessons learnt have been:
• Inability of the Investigators and Site Staff to perform physical assessments of the
trial subjects per protocol defined schedule and frequency due to COVID-19 imposed
strict restrictions and this led to implementation of newer methodologies:
o Performing tele/video consultations with subjects to ensure their safety and
wellbeing was ensured.
o Home delivery of study medications to subjects that were unable to physically
visit the investigator site and collect the medications.
o Use of technology/apps for collection of subject data with sponsor consultation
and due approvals from required parties/authorities.
o Innovative approaches to utilize a combination of e-consent and paper consent
process.
• Investigator sites did not allow Onsite Monitoring Visits by Sponsor/CRO
representatives/CRAs, hence, they had to adopt innovative approaches:
o Remote Data Monitoring utilizing different approaches such as
▪ remote desktop sharing by site staff; video conferencing.
▪ Source Data being uploaded by site staff onto a secure remote platform
with limited read only access provided to the CRA following all data
protection and privacy requirements and prior approvals from relevant
authorities as needed.
• Challenges in getting Ethics Committee Submissions and Approvals due to the
requirement for paper dossier for submission and face to face meetings, however, with
the world becoming virtual as a lesson learnt from the pandemic and social distancing
norms to be followed, even the Ethics Committees have and are evolving with
acceptance of e-dossier or email submissions and virtual meetings to fulfil approval
requirements and timelines as research during the pandemic is the backbone of finding
effective therapeutic and preventive solutions to the pandemic.

Remote Data monitoring (RDM) - A Recap
As the world evolves to cope with the challenges posed by the COVID-19 pandemic, one of the
guidelines put forth by the international authorities was “Remote Data Monitoring”. Let’s have
a quick recap of the International Regulatory Guidance on clinical trial management during the
COVID-19 pandemic:
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US FDA and MHRA have issued guidance (new and updated) for the industry that would be
relevant for the management of studies during the COVID-19 pandemic. The details can be
referenced via links below:
-

-

https://www.fda.gov/media/136238/download
Managing clinical trials during Coronavirus (COVID-19) - GOV.UK (www.gov.uk)
Protecting Participants in Bioequivalence Studies for Abbreviated New Drug
Applications During the COVID-19 Public Health Emergency | FDA

IndIa’s COVId-19 Vaccination Program Status
As we are all aware, India started a country wide COVID-19 vaccination program effective
Jan 2021 with primary focus and prioritization given to the healthcare and frontline workforce
and effective May 1, 2021, the vaccination drive was expanded to cover all citizens 18 years
and above. A recent Emergency Use Authorization was granted to Zydus Cadila’s vaccine for
use in adolescent population 12 years and above.
Till date (as on 20 Nov 2021), India has achieved a total vaccination count of 1,15,79,69,274
(total doses administered). Most current updates and status can be obtained from
https://www.mohfw.gov.in/
*****************************************************************************

Investigator’s Column: CLINICAL
Investigator’s Perspective:

TRIALs

from

an

Let’s look into the deeper and inner aspects of clinical trials as perceived by a Trial Investigator
by directly hearing from them on their perspective to some of the basic questions around clinical
trials.
1. What is clinical trial?
•

A clinical trial is a biomedical or health-related RESEARCH studies in HUMAN beings
that follow a pre-defined PROTOCOL. Clinical trials are research studies that involve
patients or healthy people and are designed to test new treatments.

They aim to find the best ways to:
•
•
•

Prevent disease and reduce the number of people who become ill
Treat illness to improve survival or increase the number of people cured
Improve the quality of life for people living with illness, including reducing symptoms of
disease or the side effects of other treatments, such as cancer chemotherapy
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•

Diagnose diseases and health problems

2. Eligibility criteria?
•

The inclusion criteria: Helps the researcher to decide who can take part in the trial.
Some trials only include people in a certain age group, or of one sex, or at a particular
stage of their illness.

•

The exclusion criteria: States who cannot take part in the trial. For example, many drug
trials do not allow pregnant women to take part as there may be a risk to the unborn baby.
People who are already taking specific medicines may also be excluded as these may
affect the trial treatment.

3.What are the different types of clinical trials?
•
•

Treatment trials test experimental treatments, new combinations of drugs, or new
approaches to surgery or radiation therapy.
Prevention trials look for better ways to prevent disease in people who have never had the
disease or to prevent a disease from returning. These approaches may include medicines,
vaccines, vitamins, minerals, or lifestyle changes.

Diagnostic trials are conducted to find better tests or procedures for diagnosing a particular
disease or condition.
•
•

Screening trials test the best way to detect certain diseases or health conditions.
Quality of Life trials (or Supportive Care trials) explore ways to improve comfort and the
quality of life for individuals with a chronic illness.

4. Clinical trial – Study design types?
•
•

Non-randomized controlled clinical trial designs
Randomized controlled clinical trial designs
• Parallel group trial design
• Cross-over trial design
• Matched pair trial design
• Withdrawal trials
• Factorial design
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5. Where can you find data on all ongoing clinical trials?
Clinicaltrials.gov is a database of privately and publicly funded clinical studies conducted globally. For
the database relating to trials in India, please refer to Clinical Trials Registry – India (CTRI)
http://www.ctri.nic.in
Clinical trials are the way ahead for emerging India.
*************************************************************************************

Best Wishes for a healthy, innovative and a prosperous New
Year 2022
As the year 2021 leaves us, we have a lot to reflect upon and celebrate as professionals involved
in Clinical Research. Thanks to Clinical Research and Drug Development that the world now has
numerous vaccines to protect us from the pandemic and as we end the year, the innovation
continues. We would like to take moment to thank all those who have worked tirelessly through
these two years to continue the fight against the pandemic…Thank You!!

“Merry Christmas
&
A Very Happy New Year 2022 from
Investigator Council”
******************************************************************************
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