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This edition contains

 Investigator site SOP templates
 COVID-19 Pandemic Recommendation on Clinical Trial Activities
 Investigator’s Corner: Changing Perspective Of Patients For Participation
In Clinical Trials
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INVESTIGATOR SITE SOP TEMPLATES
Purpose of this Initiative:


Investigators and Clinical Research Sites are pivotal to “Clinical Trial” conduct to bring
innovative drugs to market. As we move towards an era of highly controlled Clinical
Trial management, standardized methodology of conducting trials at Investigator sites
is a key expectation from Indian Regulators and Indian Regulations. We at ISCR would
like to support them by providing templates for preparation of Standard Operating
Procedures which can be adapted as per site’s need.



This is particularly essential and helpful when we want new clinical sites to be
developed as well as when some of the well-established ones want to keep themselves
updated with some of the best practices used across the industry.



The current available templates have been carefully drafted and reviewed by wide
range of Industry Experts including investigators and auditors to ascertain most
acceptable practices and needs and to align with most recent regulations governing
clinical research in India.
o

Preparation, maintenance and review of SOPs.

o

Audio Visual recording of Informed Consent.

o

Informed Consent Process.

o

Source Documentation at site.

o

Safety reporting & management by site.

o

Site Communications (EC, Sponsor & Regulatory).

o

Training of Clinical Study Staff.

o

Archival of completed studies.

o

SOP on subject compensation.

**Please contact us at info@iscr.org for more information or to request for these SOP
templates and to provide feedback on the templates.

Watch the ISCR Film on
Clinical Research
https://www.iscr.org/film
-on-clinical-research
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COVID-19 Pandemic Recommendation
How can clinical trial sites prevent and minimize disruptions to trial related
activities during COVID-19 pandemic, some general recommendations 1. Wellbeing and safety of trial Participant/Patient care and of the Investigators and the site
team, are always the top priority.
2. Drug/ ancillary supplies – Please keep a watch on scheduled patient visits, available stock &
expiry dates. Please keep special watch on IMP which require temperature control and/or
monitoring. Proactively reach out to your monitor/CRO/Sponsor as required.
3. Scheduled site visits –
a. In the situation of a lockdown, some of your patients may not be able to visit the
hospital per schedule. Please keep a track of this, document appropriately and communicate
with your monitor/CRO/Sponsor. You may wish to explore with your Sponsor/CRO about the
feasibility of conducting a partial/telephonic/virtual visit, after consulting the trial participant.
b. In some cases, ‘direct to patient’ drug supply requests may come up. Please
communicate with your EC, monitor/CRO/Sponsor prior to execution of such requests and/or
in case of any query. Before initiating a DTP, it will be important to document the consent of
the trial participant for a DTP shipment as this will involve giving the personal information of a
patient to a third part logistic agency.
c. Advise your patients to carry the required prescriptions, medical documents, ID
cards, etc. when they are planning to visit the hospital, to avoid any disruptions in travel.
d. Consider distributing ‘participant ID cards’ to subjects (after EC approval) where
available or remind the participants to carry the same while travelling
4. Good documentation practices requirements continue to be applicable. Please reach out to
your monitor/CRO/Sponsor for queries.
5. Safety reporting timelines and requirements continue to be applicable. Please reach out to
your monitor/CRO/Sponsor for queries.
6. Follow the guidance from your CRO/ Sponsor for specific actions in your clinical trial
including but not limited to addressing commonly occurring questions around handling of
protocol deviations, substantial amendments, missing data, database locks and movement of
Investigational Product.
7. Always follow local and national rules regarding the necessary precautions for preventing
spread of COVID-19, stay safe and healthy! We are attaching herewith the notice received
from our DCGI about management of clinical trials during the COVID-19 situation.
We are enclosing herewith the CDSCO notice dated 30 Mar 2020 on the guidance about
conduct of clinical trials during present situation due to outbreak of COVID-19.
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Investigator’s Corner
Changing Perspective of Patient for Participation in clinical trials
India’s genetically diverse patient pool, institutional infrastructure and capabilities, and
availability of scientifically qualified manpower makes it a lucrative destination for global
clinical trials. This is further augmented by the evolution of the regulatory landscape, which is
more aligned to other International agencies like US FDA and EEMEA.
However, unlike the other BRIC countries (Brazil, Russia, India, China), India has not been able
to live up to its full potential especially in terms of meeting enrolment targets.
I have been a practicing Rheumatologist for the last 15 years and have seen patients in India
mature over the years. It is heartening to see patients moving towards an empowered state
wherein they participate in their treatment decisions. The access of various websites and
social media have, generally speaking, made patients more aware today. However, this
awareness has not percolated into the space of clinical research.
Some of the biggest recruitment challenges faced by Investigators are related to lack of
awareness or patient education about clinical trials. In addition to that, negative publicity by
media has led to a sense of distrust towards clinical research wherein patients draw parallels
with trial participation and guinea pigs. To add to that there are sociocultural issues with trial
participation and an unwillingness to go against personal physician’s wish. Furthermore, the
looming fears in a patient’s journey are further increased on hearing about the study
procedures and side effects associated with the investigational medicinal product. Even
when patients do enroll in trials, adherence to treatment may get affected by long waiting
times associated with clinical visits and inconvenience of scheduling appointments, fear of
loss of confidentiality and the overall audio-video consent process.
As investigators, it is our constant endeavor to provide the best possible treatment options
to our patients. Recently, I recommended a clinical trial to a patient who fulfilled the eligibility
criteria, however, the patient and the family were very skeptical. At that point, respecting
their decision, I gave them the option to speak to another of my patient who were currently
on the same trial. One cannot overlook the fact that only another patient may be able to
alleviate the concerns of clinical trial participation. This interaction resulted in a change of
heart for the patient’s family and they went on to enroll in the trial. The biggest reward that
a doctor gets is when he sees his patient thrive under his treatment. It is important to
change the perspectives of patients even if it is one case at a time.
Assuming that most investigators, site staff and Sponsors maintain the highest standards of
quality, compliance and patient safety, here are a few potential steps that can be taken to
change patient’s mindset for participation in clinical trials:
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Interaction with respective medical indication to community to understand patient’s
need



Public awareness campaigns conducted by patient advocacy groups to relieve fear of
the patients by creating awareness about requirement, process and regulations for
conduct of clinical trial



Spread clinical trial awareness through posters, patient brochures, newsletters,
hospital magazines, etc.



Educating subjects on clinical trial during routine outpatient department (OPD) visits



Creating positive awareness about clinical trials among people through press and
mass media by sharing patient success stories



Having a dedicated medical team for 24/7 to answer patient’s queries related to
clinical trial



Investigator’s support in providing feedback to the sponsor with regards to the
patient’s refusal reasons to find alternative option for patients (Eg: complicated study
procedure, etc)



Arranging/ supporting/ reimbursement for patient transport to trial site for study
visits



Easy accessibility to study procedures



Improve communication with the patient and the family, which could be reinforced by
educational aids.

In order to ensure that the patient pool in India is able to truly reap the benefits of the
various clinical trials being conducted in India, Sponsors and Investigators should create the
right communication channels to bring about a belief change in the mindset of patients.
*******************************************************************************************************
Submitted By:

Dr. Arindam Nandy Roy practices as a Consultant
Rheumatologist at the Yashoda Hospital,
Secunderabad and at Arthritis & Osteoporosis
Clinic, Habsiguda. He specializes in Rheumatology
with overall experience of 15 years and is also well
adept at performing various procedures related to
Rheumatology. With his experience in clinical trials,

Dr. ARINDAM NANDY ROY
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he shared his thoughts on patient’s perspective for
participation in clinical trial

