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Structure of IRB/IEC

Whether IRB/IEC registered from

BMRC or approved by

Law/Authority

Storage Facility of IP

Whether Temperature Sensitive

Product Storage Facility

SOP for Handling of IP

Archive Facility

a. Isthe Archive Facility has
Controlled Access

b. Isthe Archive Storage Area Fire
Proof & Pest Control

Does the CRO/Clinical Trial Center

has hospital facility

Whether they have emergency

handling facility such as, Intensive
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15.

16.
17.

18.

19.
20.

21.

22.

Care Facility in the Hospital or has
contract with any nearby intensive
care unit.

Emergency Trolley & Ambulance
Facility

Quality Management Systems
Contractual/Sub-contractual
greement with third parties e.g
hospitals, university, analyticalcal
control lab etc.

Subject recruitment, handling,
compensation, confidentiality.
Ethical clearance.

Main products CRO will include in
studies (Drug Group)

Estimated cost categories/by
molecules

Estimated time to perform study.

Documents to be submitted to DGDA for

Protocol:
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