Safety Monitoring Plan (Revised June 23, 2009):  
All CTRC and TraCS supported protocols require a protocol-specific Safety Monitoring Plan (SMP). Providing the answers to the questions below will formulate a SMP that is specific for the study. The SMP can then be used by your study team as a guide when implementing and monitoring the protocol. Please read and answer each question carefully and completely.   If the requested information can be found in the protocol and is too large to cut and paste into this form, you may reference the page number(s) and section(s) where the information is located. For information or assistance in writing a Safety Monitoring Plan, contact David Weber, phone 843-0725, dweber@unch.unc.edu or Marie Rape, phone 966-6844 mzeldin@med.unc.edu. 

1. What is the level of risk to subjects for this protocol?  Please refer to the Protocol Risk Assessment and Monitoring Guidelines to assist you in determining and justifying the Risk Level.
SELECT ONE: 
 FORMCHECKBOX 
 Level 1: No greater than minimal risk--Non-interventional or risk no more than experienced in daily life (e.g., blood draw, physical exam, MRI, exercise testing)
 FORMCHECKBOX 
 Level 2: Minor increase over minimal risk 
 FORMCHECKBOX 
 Level 3: Moderate risk       
 FORMCHECKBOX 
 Level 4: High risk
AND

For Risk Levels 2-4:  In a few sentences, please justify risk level: 
2. What tests, evaluations, or observations will be performed to monitor subjects and minimize risks?  Provide us with a visit table, schedule of events, or list of specific tests and evaluations that will be used, and their frequency, to assess subjects and monitor for toxicity. Describe any other measures in place to minimize risk.                                                                   
       
3. Which classification scale will be used to grade the severity of adverse events (AE)?  For protocols that do not have a specific grading scale, the most recent Common Terminology Criteria for Adverse Events (CTCAE scale) is recommended.  A scale of mild-moderate-severe (as defined below) may be used for simple studies.

      NOTE:  Although not anticipated, adverse events may occur in any study and should be tracked (whether or not they are reportable) and graded by the investigator or study physician. AE tracking templates can be uploaded from the OCT website.
SELECT ONE:

 FORMCHECKBOX 
 Adverse Event Grading Scale: 
Mild Adverse Event – Event results in mild or transient discomfort, not requiring intervention or treatment; does not limit or interfere with daily activities (e.g., insomnia, mild headache).
Moderate Adverse Event – Event is sufficiently discomforting so as to limit or interfere with daily activities; may require interventional treatment (e.g., fever requiring antipyretic medication).
Severe and undesirable Adverse Event – Event results in significant symptoms that prevents normal daily activities; may require hospitalization or invasive intervention (e.g., anemia resulting in blood transfusion).
 FORMCHECKBOX 
 Common Terminology Criteria for Adverse Events v3.0 (CTCAE)
 FORMCHECKBOX 
 Division of AIDS Table for the Grading the Severity of Adult and Pediatric Adverse     Events (DAIDS AE Grading table)

 FORMCHECKBOX 
 Other.  Please describe or provide protocol reference:      
4. To whom and with what frequency will Unanticipated Problems and Adverse Events be reported?  
PLEASE CHECK TO INDICATE YOUR UNDERSTANDING OF LOCAL REPORTING REQUIREMENTS
 FORMCHECKBOX 
 Reporting of Unanticipated problems and adverse events to the IRB  (IRB SOP Section 19.0)
· All NON-SERIOUS unanticipated problems and adverse events that are both unexpected AND related or possibly related to participation in the research will be reported to IRB within two weeks of the investigator becoming aware of the event. 
· All SERIOUS unanticipated problems and adverse events will be reported within one week of the investigator becoming aware of the event.  

· Upon review of the report, the IRB will make a final determination as to whether the event places the subjects or others at greater risk than previously recognized.  

· All reports will be submitted directly to the IRB.

AND
 FORMCHECKBOX 
 Discuss reporting of unanticipated problems and adverse events to the sponsor, FDA or NIH: 
OR 

 FORMCHECKBOX 
 There are no additional reporting requirements for this study.
Questions 5-8 pertain to studies with a research intervention (administering a medication, substance, or investigational agent; exposure to experimental conditions, etc.).  Please mark N/A if not applicable to your study.  
 FORMCHECKBOX 
 Not Applicable (no research interventions included in study)
5. What are the subject stopping rules?  List the specific reasons or adverse events (including grade or number) that would lead to a subject having the research intervention discontinued or put on hold. If there are any rules for dose escalation or de-escalation, please describe.


6. Identify the committee or group responsible for monitoring or reviewing adverse events in aggregate across the entire study population for the protocol
SELECT ONE AND DESCRIBE
 FORMCHECKBOX 
 Single-center, Moderate Risk protocols, Phase I or II trial:  This study requires a plan for aggregate analysis of adverse events. 
Describe who (person or committee) is responsible for receiving and reviewing adverse events in aggregate across the entire study population; summarize how and at what intervals data will be reviewed.

     OR

 FORMCHECKBOX 
 Multi-center, high-risk protocols or Phase III trials:  This study requires a Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC) to monitor the protocol.  
Describe the committee that will monitor this study; provide a copy of the charter or details of the membership and frequency of meetings. If a DSMB or SMC will not be utilized, explain why not.


7. Are there any study-wide stopping rules for this protocol?  Describe rules for when the entire study would be stopped (in all subjects) and re-evaluated for either safety or efficacy reasons.


8. Who will monitor this study?  Provide the name of the company or organization and frequency of any monitoring. If there is no outside monitoring, describe who will handle study documentation and describe your plans for performing quality control/assessment of source documents to ensure the accuracy of data collected.
SELECT ONE
 FORMCHECKBOX 
 Industry Sponsor or CRO monitor: 
OR
 FORMCHECKBOX 
 No outside monitoring—Internal self-monitoring will be performed.

At least 10% of individual case report forms and source documents will be reviewed to confirm that all recorded data is verifiable, accurate and complete.  Areas to be assessed include informed consent process, subject eligibility, Case Report Form (CRF) and/or source document completion/accuracy, Adverse Event Reporting, and Drug Accountability (as applicable).
OR
 FORMCHECKBOX 
 No outside monitoring—Other Internal self-monitoring plan.  
Please describe:   















