DATA AND SAFETY MONITORING PLAN
(If the proposal meets the NIH definition of a clinical trial must complete this section)

1. Safety Monitoring and Period of Observation
1. Indicate how many people and what type of entity will provide the monitoring. Include such details as whether a single person, multiple people, or a data safety monitoring board will provide monitoring. Also indicate what type of entity will provide the monitoring (e.g., PD/PI, Independent Safety Monitor/Designated Medical Monitor, Independent Monitoring Committee, Safety Monitoring Committee, Data and Safety Monitoring Board, etc.).
1. The overall framework for safety monitoring and what information will be monitored.
1. The frequency of monitoring, including any plans for interim analysis and stopping rules (if applicable).

2. Adverse Events

· The process by which Adverse Events (AEs), including Serious Adverse Events (SAEs) such as deaths, hospitalizations, and life threatening events and Unanticipated Problems (UPs), will be managed and reported, as required, to the IRB, the person or group responsible for monitoring, the awarding IC, the NIH Office of Biotechnology Activities, and the Food and Drug Administration.

TIPS: The definitions and the reporting requirements for SAEs, UPs are usually in the protocol or in the IRB-HSR application.

3. Trial Monitoring Responsibility
The individual(s) or group that will be responsible for trial monitoring and advising the appointing entity. Because the DSMP will depend on potential risks, complexity, and the nature of the trial, a number of options for monitoring are possible. These include, but are not limited to, monitoring by a:
1. PD/PI: While the PD/PI must ensure that the trial is conducted according to the approved protocol, in some cases (e.g., low risk trials, not blinded), it may be acceptable for the PD/PI to also be responsible for carrying out the DSMP.
1. Independent safety monitor (ISM)/designated medical monitor: a physician or other expert who is independent of the study.
1. Independent Monitoring Committee or Safety Monitoring Committee: a small group of independent experts.
1. Data and Safety Monitoring Board (DSMB): a formal independent board of experts including investigators and biostatisticians. NIH requires the establishment of DSMBs for multi-site clinical trials involving interventions that entail potential risk to the participants, and generally, for all Phase III clinical trials, although Phase I and Phase II clinical trials may also need DSMBs. If a DSMB is used, please describe the general composition of the Board without naming specific individuals.
For more detailed information follow this link, General Instructions for NIH Forms F and go to section G.500 and scroll to section 3.3. 


Example: 
This research project involves an Independent Safety Monitor (ISM) and/or a Data and Safety Monitoring Board (DSMB). The ISM will be an expert in xxx (describe the expertise most important for evaluating the anticipated adverse events). The DSMB will consists of at least three/five/seven members including, at minimum, one content-related or therapeutic area expert and a biostatistician (do not include the name(s) of the ISM/ DSMB members in the grant application). 

Independence
The ISM/ DSMB must be independent from any professional or financial conflict of interest with the research project and/or the study investigator.  Independence ensures that competing interests do not unduly influence the ISM/ DSMB and supports objectivity that enhances the safety of participants and the integrity of the trial data.  In general, the ISM may be affiliated with the investigator's institution or other participating sites, but cannot be a scientific collaborator or co-author, supervisor, mentor/mentee, subordinate of the investigators, or a member of the investigator’s institutional department within the last three years. Compensation for the ISM/ DSMB members should be included in the budget. 

Responsibilities and Review
The ISM/ DSMB will review the DSMP, the protocol and consent(s) prior to the enrollment of the first subject. The ISM/ DSMB may make recommendations to the PI about amending these documents. The ISM/ DSMB will review, at a minimum, the following data: enrollment data, safety data (every RELATED SAEs? SAEs of concerns?), data integrity. For blinded studies, the ISM or DSMB may be blinded or unblinded to the intervention assignment, but must be able to be unblinded if needed. The monitoring responsibilities of the ISM and DSMB enhance, but do not replace, the monitoring responsibilities of the Principal Investigator (PI) and the IRB.

Review Schedule and Monitoring Reports
The meeting/review schedule should be commensurate with the level of risk involved with the study, but should occur no less than once per year (The exact meeting frequency is best described in the protocol / the DSMB charter).  Additional reports may be requested and additional meetings may be called as needed to address issues regarding participant safety. Members of the investigative team may be present for the open portion of a meeting, but not for the closed deliberations or the vote to recommend continuation, suspension, or termination of the study

The ISM/ DSMB is expected to issue a monitoring report to the PI following each review/meeting. This report should include any significant actions taken and the final recommendation(s) with regard to the study’s continuation. These reports may need to be submitted to the NIH annual progress report.
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