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Ref: Your study synopsis en empmﬁbmﬁbns of
Chronic Serotonin Syndrome™ Submitted to the SVIEC for approval,

Sub: Approval for conducting the referenced study
Dear Dr. Sanjay,

The Sumandeep Vidyapeeth Institutional Ethics Committee (SVIEC) is
in receipt of your above mentioned study document and as the research
study classifies in the minimal risk category:; as recommended by HRRP
SBKS MI & RC. The SV IEC approves your study to be conducted in
the presented form.

The approval remains valid for a period of 1 year. In case the study is
not initiated within one year, the Ethics Committee expects to be
informed about the reason for the same and a fresh approval will have to
be obtained subsequently.

The Sumandeep Vidyapeeth Institutional Ethics Committee expects to
be informed about the progress of the study (every 6 months).Any
Serious Adverse Event (SAE) occurring in the course of the study, you
are requested to inform SVIEC. Also for Serious Adverse Event (SAE)
and Adverse Drug Reaction you are requested to inform ADR
Monitoring Center of SBKS MI & RC (Department of Pharmacology).
If any changes are made in the protocol or patient information/informed
consent, you need to inform SVIEC and additional permission is
required to be taken. At the completion of the study you are requested to
take completion Certificate.
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SVIEC caters services to seven constituent colleges of SV: SBKS Medical Institute & Research Centre, R la‘Shah Hental Collegc & Hospital, Sumandeep

Nursing College. College of Physiotherapy, Department of Pharmacy, Department of Management and Faculty of Paramedical Sciences.

Contact Us : SVIEC Secretariat, Research Cell, 2™ Floor,Dept. of Pharmacy,



