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Please attach Progress report containing following information
For all studies
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Progress to date

Maintenance and security of records
Compliance with the approved protocol
Compliance with conditions of approval

For clinical trials, the progress report should also include:
a.

b.
C.
d

number randomized and number of drop outs

number of subjects being followed up.

summary of SAE, SUSAR and protocol deviations and corrective measures taken
total number randomized in other centers if applicable

For Databases, the progress report should also include:
a.
b. Summary of research output

breaches of security if any
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