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Feasibilities are now progressing normally.

Most of the ethics committees are operating and reviewing clinical trials normally.

Ethics committees are also advised by Indian Council of Medical Research to review COVID19 trials in expedited
manner.

Indian Council of Medical Research also released draft guidance to allow consenting through e-mail or text messages.

New patient recruitment is normal in most of the clinical study sites.

The majority of top sites allow visits to occur or study participants are also provided IP to home. For study site visits for
participants are using normal modes of transportation.

Onsite monitoring visits are possible but depending upon approval from the site. We are now able to perform onsite
monitoring Vvisits.

All top biotech sites allow for remote monitoring.

IP supply chain is functioning and allow to deliver IP to hospitals as well as directly to participants’ home.

Major IP storage and distribution companies are operating normally.

Local government bodies are imposing lockdowns in specific cities or states. There is no pan India lockdown. During
this time all medical / healthcare facilities remain open with a focus on COVID-19 management.

100% of Novotech staff can work remotely. State-of-the-art IT infrastructure with ISO 27001 Information Security
accreditation.

Regulatory submissions for all trials are conducted online.

The Ministry of Health has implemented expedited timelines for COVID trials review (within 10 working days). Subject
Expert Committee is meeting every week to review COVID studies.

Top 10 sites: High level status

Ethics/ Gov Site Initiation  Recruitment Participant Monitoring COVID-19
visits trials
King George's Medical Univ. Available Available Available Available Onsite Monitoring Sevs;zlosisédles
Ruby Hall Clinical Services Available Available Available Available Onsite Monitoring Sevs;zlosisédles
K.L.E.S. Dr. Prabhakar Kore : : : : : - Sevarel sunlEs
Hospital Available Available Available Available Onsite Monitoring ongoing
King George Hospital : : : : : L Several studies
Visakhapatnam Available Available Available Available Onsite Monitoring g —
Sir Ganga Ram Hospital Available Available Available Available Onsite Monitoring Se‘{ﬁ’f‘; \22\‘:,"95
Postgraduate Institute of
Medical Education and Available Available Available Available Onsite Monitoring No studies
Research Chandigarh
Curie Manavata Cancer Centre Available Available Available Available Onsite Monitoring C];)Sir:jggtlﬂgy
Deenanath Mangeshkar ;
. g Available Available Available Available Onsite Monitoring SR SUEIES
Hospital in review
B J Medical College & i
d Available Available Available Available Onsite Monitoring severalistiidies

Sassoon Hospital, Pune

in review

Novotech monitors activity for all sites. Please contact your project manager for an update
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