The ERC shall require the following information in the progress reports

Progress of the protocol since the time of the last review

. Any changes to the protocol including changes of investigators and sources of
funding

Maintenance and security of records

. Compliance with the approved protocol

. Compliance with conditions of approval

In the case of clinical trials, the progress report should also include:
a) Number randomized
b) Number of drop outs
c) Number of subjects being followed

d) Summary of SAE, SUSAR with confirmation that they have already been
reported to the ERC

e) Details of protocol deviations and corrective measures taken

f) Total number randomized in other centers if applicable



