Template ACTSI Data Safety and Monitoring Plan

 SEQ CHAPTER \h \r 1[TITLE]
Principal Investigator: (FILL IN FOR SPECIFIC PROTOCOL)
Research Coordinator: (FILL IN FOR SPECIFIC PROTOCOL)
Co-Investigator: (FILL IN FOR SPECIFIC PROTOCOL)
 SEQ CHAPTER \h \r 1Hypothesis:
(FILL IN FOR SPECIFIC PROTOCOL – ONE SENTENCE)

Specific Aims:  (FILL IN FOR SPECIFIC PROTOCOL – 1-2 SENTENCES)

 SEQ CHAPTER \h \r 1Experimental Protocol Summary:  (FILL IN FOR SPECIFIC PROTOCOL – 1-2 PARAGRAPHS)
Sample size:  Justification of sample size is as outlined in the full protocol submitted for review by the CIN Scientific Advisory Committee or other ACTSI reviewers, and the studies will not be performed until the sample size projections have been reviewed and approved by the BIRD (Biostatistics and Research Design) statisticians or other designated reviewers.  In the process of continuing review by the local institutional IRB, the ACTSI Safety Advisory Subcommittee (SAS) should be informed if there are any changes in these projections.
Adherence and Monitoring Statement:  (required verbatim) The Data Safety and Monitoring Plan (DSMP) outlined below will adhere to the protocol approved by the CIN Scientific Advisory Committee or other ACTSI reviewers and the institutional IRB responsible for study oversight.  
Unless a waiver of consent documentation has been approved by the local institutional IRB, an IRB-approved written informed consent will be obtained from each subject at entry into the study; elements of informed consent will include:  (a) having the subject and/or their legally authorized representative review the study consent form; (b) having the investigator(s) or study staff meet with the subject and/or guardian/proxy to review the consent, confirm understanding, and answer any questions; and (c) having the consent signed once the investigator(s) or study staff are convinced that the protocol is understood and that there is agreement to participate. A witness signature to the consent will be obtained if required by the study sponsor or the institutional IRB. A copy of the signed consent form will be provided to subject and/or their legally authorized representative. Documentation of the informed consent process will be made in the research and/or medical records as appropriate.   

The Principal investigator (PI) or designee will review all data collection forms at (FILL IN SPECIFIC TIME INTERVAL) for completeness and accuracy of the data compared to source documents, as well as for compliance with the protocol.  Any data inconsistencies will be resolved by study staff in (FILL IN SPECIFIC TIME INTERVAL). The PI will review this protocol on a continuing basis for subject safety and protocol deviations or study noncompliance.  Reportable Events will be communicated to the local institutional IRB as required. The results of the review will also be included in annual progress reports submitted to the local institutional IRB, ACTSI Research Safety Advisory Subcommittee (SAS), or any other regulatory agency or sponsor, as required.
Patient Monitoring: will be performed by the P.I., any Co-P.I. or Co-Investigators, and the Research Coordinator(s), and the ACTSI/CIN staff as appropriate. (FILL IN ANY ADDITIONAL DETAILS FOR SPECIFIC PROTOCOL – 1-2 SENTENCES)
Patient safety data examination, monitoring procedures/oversight:  All adverse events (AEs) will be graded by the PI or designee on a timely basis as to their attribution (unrelated to protocol, or possibly, probably, or definitely related to protocol) and seriousness (see below).  Any AE that is reported to either the PI or their designated research associates by a study subject or by medical staff caring for the subject and which meets the AE criteria will be documented as such.  
Serious adverse events are defined as:  any experience that suggests a significant hazard, such as events which: a) are fatal, b) are life threatening, c) result in persistent or significant disability, d) requires or prolongs inpatient hospitalization, e) results in congenital anomalies/birth defects, or f) in the opinion of the investigators represents other significant hazards or potentially serious harm to research subjects or others.  
Unanticipated problems (UPs) are defined as unanticipated events involving risks to participants or others that are possibly, probably, or definitely related to the research; or anticipated events that occur with a greater frequency, duration, or severity than what is documented in the protocol, informed consent, or investigator’s brochure; or other unanticipated information that changes the risk benefit ratio or that indicates participants or others might be at greater risk of harm than was previously known. SAEs and UPs are to be reported to the supervising institutional IRB and sponsor as per their policies and procedures.
The investigators and staff will track and summarize AE frequency, severity, and relatedness at a frequency appropriate to insure subject safety. The SAS Chair or members are available to the P.I for discussion of the study and any specific observed AEs, SAEs, or Unanticipated Problems (UPs).  
If requested by the ACTSI Safety Subcommittee, a periodic (annual unless otherwise specified) report of AEs with a frequency > 5% will be provided to the ACTSI SAS for all clinical trials, preferably 1-2 months prior to IRB annual review (see template). The institutional IRB (Emory, Morehouse, CHOA, or Georgia Tech, as appropriate) reporting guidelines for UP, AE and SAE reporting should also be followed. 
Potential (“expected”) adverse events and plan for detecting problems and minimizing subject risk during this trial:  (FILL IN FOR SPECIFIC PROTOCOL)
Expected adverse events are detailed in the Consent Form and include the following: (FILL IN FOR SPECIFIC PROTOCOL)
Procedures for minimizing risks:  (FILL IN FOR SPECIFIC PROTOCOL)
Plans for transmission of temporary or permanent suspension actions:

Any actions that mandate temporary or permanent suspension of study will be transmitted to the ACTSI SAS, the supervising institutional IRB, and, if appropriate, to the study sponsor, FDA, or the National Institutes of Health.

Plans for protecting subject confidentiality:

All information and materials that are obtained for research purposes only will be kept in strict confidence.  Confidentiality will be assured by the use of subject codes rather than personal identifiers.  (FILL IN FOR SPECIFIC PROTOCOL: If DNA analysis, HIV testing or other highly sensitive information will be obtained, address relevant patient protection specifically.)  The study database will be secured, and information will only be entered using subject identifier codes rather than personal identifiers.  Electronic communication will involve only coded, unidentifiable information.  
Plans for assuring data accuracy and protocol human safety compliance: (FILL IN FOR SPECIFIC PROTOCOL)
The above detailed plans should assure data accuracy and protocol human safety compliance for this ACTSI-based study.  These include computerized database management, and both ACTSI SAS and IRB oversight and communication.  This plan, together with proposed oversight by the ACTSI SAS and the IRB, should be sufficient for those studies that do not require a DSMB.

Additional plans for assuring data accuracy and protocol human safety compliance if the study is complex, multisite, or of significant risk:  (DELETE UNLESS THE STUDY HAS A DATA SAFETY AND MONITORING BOARD OR SAFETY OFFICER)
A local Data Safety and Monitoring Board or Safety Officer has been designated for this study.  Names and affiliations of members include:  (LIST).  Their special roles or responsibilities include:  (LIST).  The frequency of protocol review will be:  (LIST).
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