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NOTICE

Subject:-Conduct of clinical trial in present situation due to outbreak of
COVID-19-Reg-

Clinical trial of new drug is regulated under the New Drugs and Clinical Trials
Rules, 2019. As per the rules, clinical trial is required to be conducted in accordance
with the approved clinical trial protocol and other related documents and as per
requirements of Good Clinical Trial Practices guidelines and the provisions of the
said rules.

In present situation, CDSCO understands that various challenges may arise
during conduct of clinical trial in the wake of outbreak of COVID-19 in the country.
mbmymm_Mcbmminmm adherence to the approved
protocol, regulatory provisions / procedures and applicable guidelines in n respect of
various activities involved in conduct of clinical trial including recruitment of trial
subjects, laboratory testing, diagnosis, administration of investigational product,
mportmgofSAEe scheduled visits, assessment of safety and efficacy parameters,
etc. Such impact on conduct of clinical trial will vary depending on nature of trial,
disease condition, locality/region where the trial site is located, government
restrictions including that of local administration, etc.

In this regard, it is reiterated that protection of rights, safety and wellbeing of
trial subjects is of paramount importance. In case of ongoing clinical trial, the

sponsor in coordination with the investigator and the respective ethics committee
should decide whether to continue the trial or otherwise in interest of the trial subject.

In some cases, however, protocol amendment/ deviation/ medification in the
procedures may be necessary due to the unavoidable circumstances.

. The sponsor should assess such impact and take appropriate decision,
wherever necessary , in consultation with the investigator and the ethics committee
to ensure rights, safety and well-being of trial subjects, as well as integrity of the







