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CDSCO NOTICE - LAUNCHING OF
REGISTRATION OF CLINICAL RESEARCH
ORGANISATION (CRO) APPLICATIONS
THROUGH SUGAM PORTAL

Applicability: All Clinical Research Organisations (CROs) applying
for registration or renewal with the Central Drugs Standard Control
Organisation (CDSCO) via the SUGAM Portal

The Central Drugs Standard Control Organisation (CDSCO), a part of
the Directorate General of Health Services, Ministry of Health &
Family Welfare, Government of India, has introduced an online
portal for CRO registration and renewal under the SUGAM Portal.
The reason behind this move is to enhance transparency, enhance
efficiency, and make the application process easier for clinical
research stakeholders.

The key points in the process made available by CDSCO are as
follows:

+ Online applications for CRO registration and renewal are now to
be filed through the SUGAM Portal.

+ Applicants must complete Form CT-07B to renew and to register.

« New users will be asked to register on the portal and select the
purpose of use as Clinical Research Organisation.

- Existing users are given the opportunity to apply for CRO from
the user profile page.

+ The user profile must be filled out before the form is submitted.

« Applicants should include information about accreditation, if
any.

« The registration fee is %5,00,000, while the renewal fee is
%1,00,000, payable online from Bharatkosh.

« A system-generated legal form must be downloaded, signed,
and uploaded for final submission.

« Upon submission, an acknowledgment email will be sent, and
the application can be tracked through the portal.

. It is also feasible to interact with CDSCO during processing via
e-Vartalap or by creating an IT Helpdesk ticket.

SOURCE: Click Here for more details
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