Data & Safety Monitoring Plan (DSMP) Template and Guidelines
Preface
Investigators should consider using this template when developing a Data and Safety Monitoring Plan (DSMP) for clinical studies sponsored by the National Institute on Aging (NIA) in the Division of Behavioral and Social Research (BSR).
Please modify this template to reflect the specific study. Replace instructions and explanatory text with study specific text. Sections that are not relevant to the study do not need to be included. Throughout this document, instructions and explanatory text are in italics.
NIA DSMPs must be consistent with NIH Policy, Guidance for Data and Safety Monitoring, and NIA Guidance on Clinical Trials.
Please do not delete the footer noting which template version was used. 
(Delete this page after the DSMP is completed.)
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Brief Protocol Synopsis
The information listed in this section should be consistent with the IRB approved study protocol. If changes are approved by the applicable study oversight body (e.g., DSMB, SO, IRB), this section should be updated accordingly. Information provided in this section should be brief (e.g., a few sentences per item, list formats are encouraged).
	Study Design
	Provide a brief description of the protocol (e.g., how participants are enrolled, study arms, key procedures). This should only be a few sentences in length.

	Specific Aims
	Provide a brief list of the study Specific Aims. Do not include the entire Specific Aims section. 
Example: 
1. Aim 1
2. Aim 2
3. Aim 3

	Sample Size
	State target accrual and planned dropout rate. 
Example: 
300 participants will be enrolled to meet a final sample of 240 participants, estimating a 20% drop-out rate.

	Study Population
	Specify who is being recruited, providing key characteristics like general health status and demographics (e.g., age range, sex). 

	Intervention Description
	Describe the study intervention. 2-3 sentences maximum. Include intervention type, length, frequency, and method of delivery (e.g., group vs. individual, web-based, etc.).
Example: The intervention is a 12-session psychoeducational program (4, 3-week modules), delivered over a 12-week period by community-based social workers to improve emotion regulation skills and mood in people with MCI. The four 3-week modules are: 1), 2), 3), 4).

	Blinded Design?
	Yes/No 
If yes, list who is blinded and their role (e.g., considering participant, care provider, PI, statistician, study team members, DSMB).
Example:
Study Team: 
· PI (unblinded)
· Test administrators (blinded)
· ….
Participants:	
· Caregivers (blinded)
· ….
DSMB: Unblinded

	Participant Duration
	Time (e.g., in months) it will take for each individual participant to complete all study-related tasks after enrolling in the study.

	Stage of Behavioral Intervention Development
	Stage 0, I, II, III, IV, or V

	NIH Phase III Clinical Trial? 
	Yes/No 
Note: An NIH-defined Phase III clinical trial is a broadly based prospective clinical investigation, usually involving several hundred or more human subjects, for the purpose of evaluating an experimental intervention in comparison with a standard or control intervention, or comparing two or more existing treatments. See also OBSSR Phase III Decision Support Tool. 

	Multi-Site Trial? 
	Yes/No
Note: For this DSMP, a multi-site study uses the same protocol to conduct non-exempt human subjects research at more than one site. If unclear, please describe.


Study Name:
PI Name(s): 
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[bookmark: _Toc170834572][bookmark: _Toc170835495][bookmark: _Toc207020029][bookmark: _Toc2062362999][bookmark: _Hlk170833379][bookmark: _Toc193777352]Participant Safety
[bookmark: _Toc170834573][bookmark: _Toc170835496][bookmark: _Toc207020030][bookmark: _Toc1070861462]Potential Risks and Benefits for Participants
This section outlines the potential risks and benefits of the research. List formats are encouraged.
[bookmark: _Toc207020031][bookmark: _Toc962536893]Potential Risks
Outline potential risks to participants; discuss the risk level and the likely impact to participants. 
· Example: The potential risks to participants include possible temporary slight skin discoloration after blood draws.
[bookmark: _Toc207020032][bookmark: _Toc1016627081]Potential Benefits
Outline potential benefits to participants and others. Financial compensation of subjects should not be presented as a benefit of participation in research. 
· Example: The potential benefits to participants include receiving nutritional counseling during the study, which will be provided to all participants. 
[bookmark: _Toc170834574][bookmark: _Toc170835497][bookmark: _Toc207020033][bookmark: _Toc1043422747]Adverse Events, Serious Adverse Events, and Unanticipated Problems: Collection and Reporting
This section describes the procedures and timelines for the collection and reporting of adverse events (AE), serious adverse events (SAE), and unanticipated problems (UP). Describe the study’s AE/SAE determination, monitoring and reporting system, standardized protocols and forms for referring and/or treating participants who experience adverse events. AE, SAE, and UP definitions may be provided in bulleted or table format, listed by category.
· Standard definitions of AEs, SAEs, UPs and their classification categories (e.g., severity, expectedness, and potential relatedness) are provided below. These standard definitions should not be deleted but investigators should review and modify them appropriately based on the specific study. 
· For behavioral intervention studies, it may be helpful to define AEs and SAEs, as appropriate, in behavioral terms (e.g., increased stress, worsening of pre-existing condition, inability to cope, confusion, suicide attempts, skin rash from devices). 
· [bookmark: _Hlk170833255]Additional information regarding AE/SAE definition, grading and relatedness can be found in the NIA Adverse Event and Serious Adverse Event Guidelines and the OHRP Guidance (2007). 
The standard definitions, classifying, and reporting processes sections below should not be deleted. However, investigators should review and modify them, as appropriate, based on the specific study.
[bookmark: _Toc207020034][bookmark: _Toc1516588245]Definitions
Definitions are from the OHRP Guidance (2007).
Adverse Event (AE)
Any untoward or unfavorable medical occurrence in a human study participant, including any abnormal sign (e.g. abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the participants’ involvement in the research, whether or not considered related to participation in the research. 
Serious Adverse Event (SAE)
Any adverse event that meets any of the following criteria: 
· Results in death;
· Is life threatening or places the participant at immediate risk of death from the event as it occurred;
· Results in inpatient hospitalization or prolongation of existing hospitalization;
· Results in a persistent or significant disability/incapacity;
· Results in congenital anomalies/birth defects; OR
· Based upon appropriate medical judgment, may jeopardize the participant’s health and may require medical or surgical intervention to prevent one of the other outcomes listed in this definition.  
For studies that collect hospitalizations and/or deaths as outcomes or endpoints, these events may not be classified as SAEs but should still be collected, monitored, and reported per protocol. However, if there is evidence that these events (i.e., hospitalizations and/or deaths) may have a plausible, causal relationship to the intervention (e.g., temporal relationship, biological/pharmacological plausibility, no alternate etiology), the events will still be expeditiously reported as SAEs even if it is a component of a study endpoint.
Unanticipated Problem (UP)
Defined by OHRP as any incident, experience, or outcome that meets all the following criteria: 
· [bookmark: _Int_EK1jJtZC]Unexpected, in terms of nature, severity, or frequency, given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the study population;
· Related or possibly related to participation in the research (in this guidance document, possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); AND
· Suggests that the research places participants or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.
[bookmark: _Toc207020035][bookmark: _Toc883678409]Classifying Adverse Events
Adequate review, assessment, and monitoring of adverse events requires that they are classified across severity, expectedness, and potential relatedness to the study’s intervention. Study protocols must include a description of how adverse events will be classified using these terms. Classifications determine reporting requirements.
Severity
Classifications include the following:
· Mild: Awareness of signs or symptoms but easily tolerated and are of minor irritant type causing no loss of time from normal activities. Symptoms do not require therapy or a medical evaluation; signs and symptoms are transient.
· Moderate: Events introduce a low level of inconvenience or concern to the participant and may interfere with daily activities but are usually improved by simple therapeutic measures: moderate experiences may cause some interference with functioning.
· Severe: Events interrupt the participant’s normal daily activities and generally require systemic drug therapy or other treatment; they are usually incapacitating
Expectedness
AEs and SAEs must be assessed as to whether they were expected to occur or unexpected, meaning not anticipated based on current knowledge found in the protocol, investigator brochure, product insert, or label. Categories are:
· Unexpected: Nature, severity or frequency of the event is not consistent with either: (a) the known or foreseeable risk of adverse events associated with the procedures involved in the research and described in the protocol, consent form, product labeling and package inserts, or investigator brochure; or (b) the expected natural progression of any underlying disease, disorder, or condition of the participant(s) experiencing the adverse event and the participant’s predisposing risk factor profile for the adverse event.
· Expected: Event is known to be associated with the procedures involved in the research or expected natural progression of any underlying disease, disorder, or condition and participant’s predisposing factors for the event.
Expected SAEs based on the characteristics of the study population and intervention should be listed here in the DSMP. If no SAEs are expected, this should be stated with an explanation. 
· Example: In this clinical trial, SAEs include hospitalizations and deaths, but these events are expected in this nursing home population, in the participant’s typical clinical course, and are not anticipated to be related to the trial. There are no other SAEs or AEs expected to occur in this study.
Relatedness
The potential event relationship to the study intervention and/or participation is assessed by the site investigator. A comprehensive scale in common use to categorize relatedness for an event is:
· [bookmark: _Int_o93OuCks]Definitely Related: The adverse event is clearly related to the investigational agent/procedure; i.e., an event that follows a reasonable temporal sequence from administration of the study intervention, follows a known or expected response pattern to the suspected intervention, that is confirmed by improvement on stopping and reappearance of the event on repeated exposure and that could not be reasonably explained by the known characteristics of the participant’s clinical state.
· [bookmark: _Int_Uh5q2Whw]Possibly Related: An adverse event that follows a reasonable temporal sequence from administration of the study intervention follows a known or expected response pattern to the suspected intervention, but that could have been readily produced by a number of other factors.
· Not Related: The adverse event is clearly not related to the investigational agent/procedure - i.e., another cause of the event is most plausible; and/or a clinically plausible temporal sequence is inconsistent with the onset of the event and the study intervention and/or a causal relationship is considered biologically implausible. 
[bookmark: _Toc207020036][bookmark: _Toc558007756]Reporting Processes
Adverse Events, Serious Adverse Events, and Unanticipated Problems have specific reporting procedures. Additional information and guidance regarding AE/SAE definition, grading and relatedness can be found in the NIA Adverse Event and Serious Adverse Event Guidelines and OHRP Guidance (2007).
· All adverse events that are serious (SAE), unexpected (i.e., have not been defined as expected in the DSMP) and related or possibly related to the study/intervention should be reported to the IRB, NIA Program Official (PO) and, if applicable, to independent data and safety monitoring oversight body (e.g., chairperson or designated member of the DSMB [Data and Safety Monitoring Board], SO [Safety Officer]), within 48 hours of the study's knowledge of SAE. 
· Deaths should be reported as requested by the NIA, DSMB/SO, and IRB. Deaths that are both unexpected and related or possibly related require expedited reporting within 24 hours of study’s knowledge of death to the NIA PO, DSMB/SO, and IRB. 
· The summary of all other SAEs (i.e., expected or not related SAEs) should be reported to NIA PO and to the DSMB/SO biannually/quarterly, or as requested by the NIA PO, DSMB, or SO. 
· Unanticipated problems that are not SAEs should generally be reported to the IRB, DSMB/SO, and NIA within two weeks of the investigator becoming aware of the problem. The Unanticipated Problems report must include a corrective plan and measures to prevent reoccurrence. 
· Unanticipated Problems that are also SAEs should be reported to IRB, NIA PO and to the independent data and safety monitoring body (DSMB chair, if applicable), if one is appointed, within 48 hours of the study's knowledge of UP. 
· Reports of all Unanticipated Problems, as defined above, should be forwarded to OHRP using ohrp@osophs.dhhs.gov, typically within two weeks of the event.
· AEs should be reported per IRB policies. They should also be reported as part of the DSM (Data and Safety Monitoring) Report to the NIA PO, and, if applicable, DSMB or SO at a minimum annually, or at a frequency requested by NIA and/or by the DSMB/SO. 
[bookmark: _Toc207020037][bookmark: _Toc325730090]Incidental Findings
If applicable, please describe the processes for handling expected incidental findings and how they will be determined and reported (e.g., to participants, legally authorized representative (LAR), participant’s health care provider). Information in this section should be consistent with IRB approved protocol. Incidental findings are typically observed medical abnormalities that may have clinical implications but are unrelated to the study goals (e.g., finding a possible brain aneurysm during an MRI or abnormalities in blood tests).  
If no incidental findings are expected, include a statement stating so. 
[bookmark: _Toc170834575][bookmark: _Toc170835498][bookmark: _Toc207020038][bookmark: _Toc1585227098]Protection Against Study Risks
In general, the format and content of this section are similar to the "Protection of Human Subjects” section of the application. This section provides:
· Information on how adverse events and other risks to participants in the study will be mitigated. 
· Events that would result in a participant being discontinued from the intervention.
· Informed consent procedures. 
· Measures to protect participants against risk during the study. 
[bookmark: _Toc207020039][bookmark: _Toc343510211]Informed Consent and Assent Process
Explain the informed consent process, how it will protect participants’ rights and welfare, and the method of documenting consent (or criteria met under 45 CFR 46.117(c) for waiver of the requirements for documentation of informed consent). As appropriate, describe how potential adult participants' capacity to consent will be determined and/or the plans for obtaining consent from a legally authorized representative (LAR) for adults not able to consent. If a waiver of some or all the elements of informed consent will be sought under 45 CFR 46.116, provide a justification for the waiver (including criteria met for waiving under 45 CFR 46.11645 CFR 46.116) and clarify if participants or LARs will be provided with additional pertinent information after participation.
· Example: The consent process informs a volunteer about the study, indicates the participation is voluntary and he/she has the right to stop at any time. Risks are enumerated in the informed consent form and described orally during the consent process. 
· Example: Participants may be at risk for diminished capacity to consent due to cognitive impairment and older age. The study team will evaluate capacity to consent based on the participant’s ability to comprehend and communicate understanding of study information (state assessment procedures). Study team personnel are trained in capacity to consent evaluation (state training procedures).
A statement regarding mandatory reporting responsibilities should be included in consent documents, as needed, to ensure potential participants are aware of instances when confidentiality may be breached to comply with mandatory reporting requirements.
If consent documentation is waived by the IRB, please indicate if participants will be provided a written statement regarding the research.
[bookmark: _Toc207020040][bookmark: _Toc1773187301]Protection Against Risks
Describe measures to protect participants against risks resulting from the study.
· Example: The procedures to protect against risks (describe known risks) include (e.g., a safe, hygienic environment for all medical procedures and experienced, certified staff)
[bookmark: _Toc193777359][bookmark: _Toc170834576][bookmark: _Toc170835499][bookmark: _Toc207020041][bookmark: _Toc1736285962]If blinding is part of the study design, describe criteria, procedures, and timelines for unblinding and define individuals or committees who have access to unblinded data.
Interim Analysis
[bookmark: _Toc207020042][bookmark: _Toc702792217]Planned Interim Analyses 
[bookmark: _Toc193777361]Provide information on planned interim analyses, if any, for safety or efficacy monitoring. Include what endpoints or data will be assessed, analytic methods, and timelines or criteria for when analyses will be completed. If no interim analyses are planned, state this and include the reason. If the results of these analyses may lead to stopping the study (e.g., safety, futility), changing the study design, or other considerations, describe this here. 
· See BSSR Clinical Trial’s protocol template Section 9.4.6 “Planned Interim Analyses” for examples of interim analysis considerations. 
[bookmark: _Toc207020043][bookmark: _Toc914923785]Interim Assessments for Study Discontinuation or Closure
State whether the study has pre-determined discontinuation or closure rules (e.g., stopping rules) and, if so, what they are. If no stopping rules are pre-determined, provide an explanation. Describe how the stopping criteria will be assessed (e.g., procedures, timelines or milestones). Include also reporting procedures for if stopping criteria are met to applicable study oversight (e.g., IRB, DSMB, SO, NIA). 
· See BSSR Clinical Trial’s protocol template Section 10.1.2 Study Discontinuation and Closure for examples of common stopping rules and considerations. 
· If interim analyses are proposed, stopping rules must be provided. 
[bookmark: _Toc170834577][bookmark: _Toc170835500][bookmark: _Toc207020044][bookmark: _Toc58603277]Data and Safety Monitoring
This section describes who is responsible for data and safety monitoring, including names, type of information that will be reviewed, and frequency of such reviews. Single-site, minimal risk clinical trials and non-interventional studies can be monitored by an independent SO or the Principal Investigator (PI), if NIA deems appropriate. Studies that require DSMB oversight are greater than minimal risk studies (even if single-site), all multi-site clinical trials, and all NIH-defined Phase III clinical trials. Refer to the NIA Guidance on Clinical Trials. 
· Example: The PI will be responsible for ensuring participants’ safety daily. The DSMB will act in an advisory capacity to the NIA Director to monitor participant safety, evaluate the progress of the study, and to review procedures for maintaining the confidentiality of data, the quality of data collection, management, and analyses. 
For applications involving non-exempt human subjects research that may be subject to the NIH Single IRB policy and/or the revised Common Rule (rCR) cooperative research provision (§46.114), NIH expects the use of a single Institutional Review Board (sIRB) to conduct the ethical review required for the protection of human subjects.
[bookmark: _Toc170834578][bookmark: _Toc170835501]For reporting adverse events and data and safety reports for all clinical studies, the PI is responsible for distributing adverse event reports and coordination across multiple sites. How the PI will share other DSMB communications with local site PIs should be described.
[bookmark: _Toc207020045][bookmark: _Toc497546529]Frequency of Data and Safety Monitoring
This section describes the frequency of data and safety monitoring reviews.
· For studies without NIA-appointed oversight, data and safety monitoring should be reported in the research performance progress report (RPPR). 
· For studies with a NIA-appointed DSMB: 
· Study initiation: The DSMB introductory meeting must occur prior to initiating (e.g., starting recruitment) the study. The DSMB will review study documents (e.g., protocol, consent, DSMP, DSM report template, and MOP [Manual of Operating Procedures, if applicable]). The DSMB must provide recommendations to the NIA before the study may start. 
· NIA-appointed DSMB meetings can occur in person or via teleconference. 
· Routine DSMB meetings, after the introductory meetings, are held regularly throughout the study (e.g., every six to nine months). 
· The study’s RPPR should include the date of the latest DSMB meeting and a brief summary of DSMB recommendations and related actions. 
· [bookmark: _Hlk170813832]Example: The NIA-appointed DSMB will meet prior to initiating recruitment for the study to provide recommendations to the study team and NIA for study initiation. The study team will address recommendations for DSMB and NIA approval prior to initiating the study. The NIA-appointed DSMB will then meet regularly (per DSMB/NIA request), either in-person, teleconference call, or electronically (via email), to review data and safety monitoring reports (content described in section 3.4) from the study team that includes information on study progress, data quality, and participants safety. The RPPR will include a brief summary of the latest DSMB meeting and related actions. 
· For studies with NIA-appointed Safety Officer (SO): 
· Study initiation: The SO will review study documents (e.g., protocol, consent, DSMP, DSM report template, and MOP [Manual of Operating Procedures, if applicable]) before the study starts. The SO must provide recommendations to the NIA before the study may start. 
· [bookmark: _Toc193777365]Data and safety monitoring reports are then provided to the SO by the study team at predetermined intervals (e.g., biannually). The RPPR should include the latest recommendations from the SO, acknowledging that the SO provided data and safety oversight for the study. The SO’s statement should describe whether there were any issues (and how/whether they were resolved).
· Example: The NIA-appointed SO will review study materials and provide recommendations for study initiation to the study team and NIA. Then twice annually (or as determined by the NIA PO or SO), either in-person, electronically (via email), or by teleconference call, the SO will review data and safety monitoring reports (content described in section 3.4) from the study team that includes information on study progress, data quality, and participants safety. The RPPR will include a statement with recommendations from the SO and related actions (if any).
[bookmark: _Toc170834579][bookmark: _Toc170835502][bookmark: _Toc207020046][bookmark: _Toc1401251930]Data Quality and Completeness Monitoring
Describe what metrics and procedures the study will use to monitor and report data quality and completeness (e.g., missing data, data entry accuracy). Data source (e.g., what assessments) and types should be specified (e.g., paper, electronic).
[bookmark: _Toc170834580][bookmark: _Toc170835503][bookmark: _Toc207020047][bookmark: _Toc975205561][bookmark: _Hlk170819131]Data Analysis and Coordination
Describe plans for data processing and analysis. Generally, it is encouraged that an independent statistician (e.g., unblinded) should complete endpoint analyses. Investigators should consider the study design, study goals, size, and complexity when determining data analytic plans. Analytic plans should explain what safeguards will be in place to protect scientific and data validity and integrity. In all cases, all data must be directly available to the DSMB/SO and NIA PO on request, except raw data identifying individual participants. 
Plans for notifying research participants of trial results after the conclusion of the trial and providing the participants' health providers with the appropriate information from the trial, as needed (e.g., when concerning the individual participant, cessation of drugs, changes in dosage, etc.) should also be included. 
Please complete sections 3.4 through 3.8 if your study has NIA-appointed oversight (DSMB/SO) or local oversight (i.e., not NIA-appointed, such as DSMC/Safety Monitor). Please modify the below sections as appropriate for the level of oversight for your study.If the study does not have additional oversight, please delete these sections.
[bookmark: _Toc170834581][bookmark: _Toc170835504][bookmark: _Toc207020048][bookmark: _Toc1074763702]Content of Data and Safety Monitoring Report 
This section describes the content of the data and safety monitoring reports. Describe the reporting process for data. If the study using blinding for study team members, describe reporting for blinded and unblinded data (i.e., how reports will be prepared and handled to maintain blinding of appropriate study team members). DSMB members must have access to unblinded reports. 
· Example: The content of the data and safety monitoring report will include: (e.g., study status, participant descriptive information, safety information, study quality).
Refer to the NIA Division of Behavioral and Social Research DSM Report Templates provided for guidance on what to include in this section. 
[bookmark: _Toc170834582][bookmark: _Toc170835505][bookmark: _Toc207020049][bookmark: _Toc1811025343]DSMB/SO Membership and Affiliation (delete DSMB or SO as applicable)
If the study requires an NIA-appointed DSMB or SO, this section includes a roster of the DSMB or the SO’s name and their affiliations. 
If DSMB members or SO have not yet been identified, you may provide the proposed roster/name(s) separately along with the other required DSMB/SO materials.
Example: The following individual(s) has/have accepted position(s) as part of the (e.g., DSMB). DSMB membership or safety officer nomination will be reviewed and approved by the NIA. Should there be any questions regarding the independence of the DSMB/SO, it will be addressed and corrected, if necessary, at that time.
Name 
Title, Organization
Brief Description (2-3 sentences) of qualifications/reason for role on DSMB/SO
Name
Title, Organization
Brief Description (2-3 sentences) of qualifications/reason for role on DSMB/SO
[bookmark: _Toc170834583][bookmark: _Toc170835506][bookmark: _Toc207020050][bookmark: _Toc47804227] Conflict of Interest for DSMB/SO (delete DSMB or SO as applicable)
This section describes the conflict-of-interest determination for NIA-appointed DSMB members or NIA-appointed SO.
For studies with NIA-appointed DSMB, NIA Guidance on Clinical Trials states: “DSMB members should have no direct involvement with the study or conflict of interest with the investigators or institutions conducting the study.” 
For studies with NIA-appointed SO, NIA Guidance on Clinical Trials states: “…the SO should not be directly involved in the design and conduct of the study, and should not have scientific, proprietary, financial or other interests that may affect independent decision-making. Current collaborators of the PI are not eligible to be SOs. However, the SO can be located at the same institution as the PI.”
[bookmark: _Toc193777368]Each DSMB member or SO will sign an NIA Conflict of Interest Statement which includes current affiliations, if any, with pharmaceutical and biotechnology companies (e.g., stockholder, consultant), and any other relationship that could be perceived as a conflict of interest related to the study and / or associated with commercial interests pertinent to study objectives. 
If the study will have oversight by a SO instead of a DSMB, the SO can be from the same institution as the PI that is conducting the study.
[bookmark: _Toc170834584][bookmark: _Toc170835507][bookmark: _Toc207020051][bookmark: _Toc283610139]Protection of Confidentiality 
[bookmark: _Toc193777369]This section describes protection of data presented to the DSMB or SO.
· Example: Data will be presented in a blinded manner during the open sessions of the DSMB or in SO reports. At DSMB meetings or in SO reports, data and discussion are confidential. Participant identities will not be known to the DSMB members or to the SO.
[bookmark: _Toc170834585][bookmark: _Toc170835508][bookmark: _Toc207020052][bookmark: _Toc2068422701]DSMB/SO Responsibilities (delete DSMB or SO as applicable)
This section describes the responsibilities of DSMB/SO members. Below is a list of example responsibilities. 
Note: The Sample Data and Safety Monitoring Board Charter (MS Word, 25.8K) provides a detailed list of responsibilities. They include:
· Review the entire IRB-approved study protocol and the MOP, regarding participant safety, recruitment, randomization, intervention, data management, quality control and analysis and the informed consent document.
· Recommend changes to the protocol and the informed consent form, when applicable.
· Identify the relevant data parameters and the format of the information to be regularly reported.
· Recommend participant recruitment be initiated after receiving a satisfactory protocol. If the need for modifications to the protocol, the MOP, consent form, DSMP or any other study document is indicated by the DSMB/SO and/or the NIA PO, the DSMB/SO will postpone its recommendation for the initiation of participant recruitment until after the receipt of a satisfactory revised protocol(s) or other study documents.
· Review data (if relevant, blinded and unblinded data). These data can be related to safety, recruitment, randomization, retention, protocol adherence, trial operations, data completeness, form completion, intervention effects, and participant demographics.
· Identify needs for additional data relevant to safety issues and request these data from the study investigators.
· Propose additional analyses and periodically review developing data on safety and endpoints.
· At each meeting, consider the rationale for continuation of the study, with respect to progress of randomization, retention, protocol adherence, data management, safety issues, and outcome data (if relevant) and make a recommendation for or against the trial's continuation.
· Review and make recommendations on proposed protocol changes, and/or new protocols proposed during the trial. 
· Provide advice on issues regarding data discrepancies found by the data auditing system or other sources.
· Review manuscripts of trial results if requested by the Board/SO or the NIA PO who may seek DSMB/SO review of manuscripts reporting major outcomes prior to their submission for publication.
