DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES

SOP 3:  Reporting Serious Adverse Events
A. Overview:

1. Investigators, Site Coordinators, and designees at Consortium Lead Organizations (CLOs) and Participating Organizations (POs) are responsible for properly reporting all serious adverse events (SAEs) that occur during the conduct of a study.
2. An SAE is defined by the Code of Federal Regulations (CFR) as an event, occurring at any dose in association with the use of the agent being studied, which meets any of the following criteria:
a. Results in death;
b. Is life threatening;
c. Requires inpatient hospitalization or prolongation of existing hospitalization SEQ CHAPTER \h \r 1;
d. Results in persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions;
e. Is a congenital anomaly/birth defect; or
f. Is an important medical event that may not result in death, be life-threatening or require hospitalization, but may be considered serious when, based upon appropriate medical judgment may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed. 
B. Responsibilities for Reporting SAEs:
Investigators, Site Coordinators, and designees at each enrolling site will report SAEs as follows:
1. Contact the Division of Cancer Prevention (DCP) Medical Monitor by phone within 24 hours of knowledge of an SAE, and communicate the following information:
a. Date and time of SAE onset;
b. Date and time the site was notified about the SAE by the study participant or other person(s);
c. Date and time of phone contact with the DCP Medical Monitor;
d. Name of the person who is reporting the SAE;
e. Call back phone number;
f. Affiliation/institution conducting the study;
g. DCP protocol number;
h. Title of protocol; and
i. Description of SAE, including attribution to drug.
2. Email or fax the completed DCP Serious Adverse Event Form to the DCP Medical Monitor within 48 hours of learning of the event.
a. Reference the Serious Adverse Event Form Instructions for Completion document for assistance in completing the DCP Serious Adverse Event Form.
b. Ensure that the Principal Investigator (PI) for the site where the SAE occurred signs the form.  
c. Fax or email the completed DCP Serious Adverse Event Form to the DCP Regulatory Contractor at 650-691-4410. They may be reached by phone at 650-691-4400 or by email at safety@ccsainc.com.
d. Forward the completed form to the CLO Site Coordinator, if the SAE occurred at a PO.
3. Comply with all institutional requirements related to reporting of SAEs.
4. Respond to any queries from the DCP Medical Monitor or DCP Regulatory Contractor.
5. When applicable, complete follow-up reports using the DCP Serious Adverse Event Form as soon as additional information is available. Send follow-up reports to  the following:
a. DCP Medical Monitor;
b. DCP Regulatory Contractor; and 
c. CLO Site Coordinator (if the SAE occurred at a PO).
6. Comply with the instructions listed in the protocol regarding the length of time for follow up of an SAE.
CLO Site Coordinators and/or designees are also responsible for complying with all regulatory and DCP requirements for distributing SAE reports to other institutions within the Consortium.
C. Documentation Requirements:

1. Each enrolling site will retain in their study files a copy of the DCP Serious Adverse Event Form, supporting documentation, and communications related to the reporting of the SAE. All participant identifiers should be redacted from copies of the supporting documentation.  
2. The CLO Site Coordinators and/or designees will retain in the CLO study files a copy of each DCP Serious Adverse Event Form and supporting documentation from all enrolling sites.  
D. Additional Information:

1. Questions related to the reporting of SAEs may be directed to the DCP Regulatory Contractor at safety@ccsainc.com.
2. Refer to the DCP Acronym List to see the description of commonly used acronyms in this SOP.
         Please send questions and comments to the DCP Help Desk at:

1-844-901-4357 or dcphelpdesk@dcpais.com 
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