(@) METROWEST
N~ MEDICAL CENTER IRB

85 Lincoln Street, Framingham, MA 01702

IND Safety Report

List on this form all of the IND Safety Reports which the sponsor requires you to submit to
the MWMC IRBs. Attach a copy of the individual reports to this form. Receipt of these
reports will be confirmed by the MWMC IRB but the reports will not be reviewed.

*If a change in the protocol or consent form is required by the IND Safety Report
submit a Change in Research Form with the IND Safety Report attached.

Please no more than 10 per submission

A. Study Information

Date:

1. MWMC Study Number: Protocol Number:

2. Name of Study:

3. Name of Principal Investigator:

IND # Event Name Study Drug Relatedness Changes to ICF
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IND Safety Report

Dear Dr. Desai,

Enclosed are copies of the IND safety reports generated by the sponsor. I have personally
reviewed each report.

Principal Investigator Date

Name of Person Completing Form (contact person for questions):

Name:

Title:

Phone Number:

Email Address:

Signature:

PLEASE EMAIL COMPLETED FORMS AND REQUIRED DOCUMENTS TO
MWMCIRB@mwmec.com you will receive an acknowledgement once all required information has
been submitted.

CHECKLIST
Please submit all supporting documents for IND’s
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