DATA AND SAFETY MONITORING BLURBS
Yellow highlighted areas will need to be deleted or tailored to fit.
I. Low-Risk (Phase I clinical trials—require a DSMP; PI may or may not need a team to help monitor)
The proposed trial has been assessed as low potential risk trial; therefore, the PI and a select team consisting of …..will be responsible for data and safety monitoring. The monitoring plan will involve day-to-day oversight of participant safety, the data collection process, and compliance with the plan. Confidentiality of trial data and the results of monitoring will be strictly upheld, with all participant names and corresponding identification numbers kept in a separate locked file in the PI’s locked office at the University. The PI and team will meet quarterly to review safety/confidentiality of participants, general trial conduct (ensuring compliance with protocol design), and data collection/management to ensure validity and integrity. The PI and team will monitor interim data analysis for untoward effects of the intervention; will perform ongoing evaluation of the procedures for participant recruitment, accrual and retention; and will provide periodic assessment of individual participants’ tolerance for the intervention (i.e., benefits and risks). Monitoring for potential adverse events will be ongoing, and reporting adverse events to IRB will be immediate and in strict accordance with IRB and University of Florida policy and procedures. Any actions taken by the IRB will be reported in writing to NIH.
II. Moderate-risk (Phase I and II clinical trials—require a DSMP but not necessarily a DSMB):
The proposed study has been assessed as moderate potential risk; therefore, the PI and a select team consisting of…..will perform the monitoring. The monitoring plan will involve day-to-day oversight of participant safety, the data collection process, and compliance with the plan. Confidentiality of trial data and the results of monitoring will be strictly upheld, with all participant names and corresponding identification numbers kept in a separate locked file in the PI’s locked office at the University. The PI and team will meet quarterly to review safety/confidentiality of participants, general trial conduct (ensuring compliance with protocol design), and data collection/management for validity and integrity. The PI and team will monitor interim data analysis for untoward effects of the intervention; will perform ongoing evaluation of the procedures for participant recruitment, accrual and retention; and will provide periodic assessment of individual participants’ tolerance for the intervention (i.e., benefits and risks). The DSMP also involves review of blinded data for trends; comparisons by interventions groups of baseline, primary, secondary and outcome variables; careful examination of subgroups; and adherence measures. Monitoring for potential adverse events will be ongoing, and reporting adverse events to the IRB will be immediate and in strict accordance with IRB and University of Florida policy and procedures. Any actions taken by the IRB will be reported in writing to NIH. 
Annual Institutional Review Board (IRB) Review: The University of Florida is committed to the protection of human subjects in research. The UF Health Science Center IRB reviews all research involving human subjects to ensure that their welfare and rights are protected as mandated by federal regulations. In addition to providing extensive training through their website, the IRB’s Training and Education Series provides researchers with additional support to help them identify issues such as performance of trial sites and scientific or therapeutic developments that may have an impact on participant safety or study ethics. The IRB may, at its discretion and in response to any complaints, complete random on-site monitoring (including requests for progress reports from investigators), examine research records, contact research subjects, and verify from other sources that no material changes in the study have occurred.
For multi-institutional studies, a DSMB may be required (see High-risk section). 
III. High-risk (usually large sample/multi-site and these generally require both a DSMP and DSMB): 
The proposed study has been assessed as high potential risk; therefore, both a Data and Safety Monitoring Plan (DSMP) and Board (DSMB) will be used for data and safety monitoring. The DSMP will involve day-to-day oversight of participant safety, data monitoring, and performance of monitoring. The PI will oversee participant safety and data monitoring procedures on a daily basis and meet weekly with the co-investigator during the trial and every 3 months thereafter to discuss data and safety monitoring concerns. Confidentiality of trial data and the results of monitoring will be strictly upheld, with all participant names and corresponding identification numbers kept in a separate locked file in the PI’s locked office at the University. The PI will also monitor the scientific literature for developments that may impact participant safety study ethics. The PI and ????? will meet quarterly to review safety/confidentiality of participants, general trial conduct (ensuring compliance with protocol design), and data collection/management to ensure validity and integrity. The DSMP also involves review of blinded data for trends; comparisons by interventions groups of baseline, primary, secondary and outcome variables; careful examination of subgroups; and adherence measures. Monitoring for potential adverse events will be ongoing, and reporting adverse events to IRB will be immediate and in strict accordance with IRB and University of Florida policy and procedures. Any actions taken by the IRB will be reported in writing to NIH. To assess compliance with the plan, the PI and co-investigator will monitor interim data analysis for untoward effects of the intervention; perform ongoing evaluation of the procedures for participant recruitment, accrual and retention; and provide periodic assessment of individual participants’ tolerance for the intervention (i.e., benefits and risks). 
Data Safety and Monitoring Board (DSMB): The UF College of Nursing has created the structure necessary to establish a Data Safety Monitoring Board for regular data review. The DSMB will consist of the Associate Dean for Research and a member of the Research and Scholarship Committee (core members), a biostatistician, researchers from other disciplines, technical experts, and ad hoc consultants (if needed). Monitoring will be performed on a regular basis with a frequency determined by the design and associated risks of the study. Board meetings will be held at least annually or as required by the timing of protocol-specified interim analyses, and these analyses will be used to determine whether the study needs to be terminated for safety reasons. The DSMB will review the status of the trial, including recruitment, accrual and retention; data quality and timeliness; participant risk versus benefit; performance of trial sites; toxicity; efficacy outcomes; scientific validity, merit, and integrity; and therapeutic developments that may have an impact on  safety of participants or study ethics. The DSMB will maintain written reports of its operating procedures and records of all its meetings, including interim results.
Annual Institutional Review Board (IRB) Review: The University of Florida Health Sciences Center IRB reviews all research involving human subjects to ensure that their welfare and rights are protected as mandated by federal regulations. In addition to providing extensive training through their website, the IRB’s Training and Education Series provides researchers with additional support to help them identify issues such as performance of trial sites and scientific or therapeutic developments that may have an impact on participant safety or study ethics. The IRB may, at its discretion and in response to any complaints, complete random on-site monitoring (including requests for progress reports from investigators), examine research records, contact research subjects, and verify from other sources that no material changes in the study have occurred.
ADVERSE EVENTS (A brief guide for researchers)
From: http://www.crc.washington.edu/DataSafetyMonitoringPlans/DSMPGeneric.aspx 
DSMP Example: Generic DSMP to meet minimum reporting requirements
Assessment of level of risk: <level of risk> 

Oversight for this investigation will be provided by: <person's name> 

Adverse Event. An adverse event (AE) is any untoward medical occurrence in a subject, not necessarily having a causal relationship with the study. A serious adverse event (SAE) is any untoward medical occurrence that a) results in death, b) is life-threatening, c) requires inpatient hospitalization or prolongation of existing hospitalization, d) results in persistent or significant disability/incapacity, or e) is a congenital anomaly/birth defect. AE's may be graded as Mild (no limitation of usual activities), Moderate (some limitation) or Severe (inability to carry out usual activities) and attributed according to the relationship to the study drug and/or procedures as Not related, Unlikely, Possible, Probable, or Definite. SAEs are reported immediately by telephone to the IRB and GCRC. An Adverse Event Report form will be completed and returned to the IRB and GCRC within 3-7 working days. 

Study progress (include what will be reviewed) and adverse events will be reviewed by <person's name> on an X basis. 

Annual Reports are submitted to the IRB and will contain: 

The number of adverse events and an explanation of how each event was handled 

The number of complaints and how each complaint was handled 

The number of subject withdrawals and an explanation of why the subject withdrew or was withdrawn

The number of protocol violations and how each was handled

Adverse Events: Definition and Grading

Adverse Event.  An Adverse Event is any unfavorable and unintended sign (including an abnormal laboratory finding), symptom or disease temporally associated with the use of a medical treatment or procedure, regardless of whether it is considered related to the medical treatment or procedure. This includes all deaths that occur while a subject is on a study. 

	Adverse Event Grade
	Definition

	Serious
	Any adverse event occurring at any dose that results in any of the following outcomes: death, a life-threatening adverse event (see below), requires inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.

Important medical events that may not result in the previous outcomes may be considered a serious adverse drug experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition. 

	*Life-threatening
	An experience that in the opinion of the Investigator places the subject at immediate risk of death from the reaction as it occurred, i.e., it does not include a reaction that, had it occurred in a more severe form, might have caused death. 

	Other 
Mild
Moderate

Severe
	Any adverse experience that does not meet the definition of serious. Non-serious adverse experiences can be classified as: 

	
	
	An experience that is usually transient, & requires no special treatment or intervention. The experience does not generally interfere with usual daily activities. Includes transient laboratory test alterations 

	
	
	An experience that is alleviated with simple therapeutic treatments. The experience impacts usual daily activities. Includes laboratory test alterations indicating injury, but without long-term risk. 

	
	
	An experience that requires therapeutic intervention. The experience interrupts usual daily activities. If hospitalization is required for treatment it becomes a serious adverse event. 


Unexpected/Expected Adverse Drug Events: 

	Event Grade
	Definition

	Unexpected
	Any adverse experience, the nature, severity or frequency of which is not consistent with the current investigator brochure; or with the risk information described in the investigational plan or protocol or consent form. Unexpected refers to an experience that has not been previously observed. This includes events that are more serious than expected or occur more frequently than expected. 

	Expected
	Those experiences that have been identified in nature, severity, or frequency in the current investigator brochure, investigational plan/protocol and current consent form. 


See next page for GCRC determination of risk level.
From: http://irb.ufl.edu/docs/old%20docs/dsmp042607.doc 

I  condensed a few things to come up with this but you should look at red highlighted segment below to make sure yours is minimal risk.
The GCRC determines level of risk to participants based on a number of factors. For this study, a minimum risk level was determined according to the following criteria: 

	No greater than minimal risk The probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical and psychological examinations or tests. 
	Blood draw, ECG, physical exam, standard psychological testing; epidemiological studies; use of otherwise discarded tissue obtained during a clinical procedure for clinical purposes only; behavioral study or nutritional assessment; surveys or questionnaires of a non-sensitive nature. Chart review. Use of already-developed database.  Use of banked specimens.


check to see if yours will be moderate risk—see below.
Expected risks due to the study are listed in the protocol.  Refer to those risks to answer this question.   The examples below are not comprehensive but are intended to provide guidance.  Many studies will include elements from several different risk levels.  In that situation, choose the highest level to which your subjects will be exposed. 
	 Level 
	Risk
	Study Procedures

	 FORMCHECKBOX 
 1
	No greater than minimal risk The probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical and psychological examinations or tests. 
	Blood draw, ECG, physical exam, standard psychological testing; epidemiological studies; use of otherwise discarded tissue obtained during a clinical procedure for clinical purposes only; behavioral study or nutritional assessment; surveys or questionnaires of a non-sensitive nature. Chart review. Use of already-developed database.  Use of banked specimens.



	 FORMCHECKBOX 
 2


	Low Risk

Study is non-therapeutic and interventions involve only a minor increase over those ordinarily encountered at a physician or psychologist’s visit OR the study is therapeutic but the agent to be studied has a known safety profile and is to be used for an indication and population already approved by the FDA.  Expected adverse events are of low severity and reversible with low chance of serious harm 
	Well-described, short-term treatments to relieve common symptoms with known safety data at a single site; trials with procedures such as indwelling catheter, endoscopy, lumbar puncture, bone marrow biopsy, oral glucose-tolerance test, induced sputum, skin biopsy, imaging studies, collection of sensitive information; therapeutic trials of an agent already approved for use in the population to be studied and for the indication already approved at a single site.



	 FORMCHECKBOX 
 3


	Moderate risk1 Moderate to high probability of adverse events due to study intervention.  Adequate surveillance and protection safeguards in place to identify and minimize effects of adverse events.  Vulnerable subjects included.
	Vulnerable subjects if interventions are no greater than minimal or low risk.  Subjects with disease exposed to placebo; therapeutic intervention trial involving procedure such as insulin clamp or organ biopsy.  Studies involving subjects with illness being treated with procedures that may result in moderately severe adverse events.  




Section 5:  List your sources of information about risk   Check all that apply
	 FORMCHECKBOX 
 Earlier studies (animal)
	 FORMCHECKBOX 
 Earlier trials (human)

	 FORMCHECKBOX 
 Investigator’s Brochure
	 FORMCHECKBOX 
 Package insert

	 FORMCHECKBOX 
 Other:      


Section 6: Determination of Overall Risk Level  

Overall risk level is based on the factors described above in Sections 1 through 5 on study design, population being studied, and potential harms from participation in research.  Considering all of these factors, the potential for harm to subjects in this study is

 FORMCHECKBOX 
 No more than minimal
 FORMCHECKBOX 
 Low
    FORMCHECKBOX 
 Moderate1 
 FORMCHECKBOX 
 Significant2
Section 2:  Risk related to Study Population   

Risk increases left to right.  Check all appropriate answers.


	Vulnerability of study subjects
	 FORMCHECKBOX 
 Healthy Volunteer
	 FORMCHECKBOX 
 Person with disease; able to sign consent
	 FORMCHECKBOX 
 Vulnerable Child; terminally ill; frail elderly, mentally impaired, persons too sick to give consent2

	Severity of pre-existing disease or

condition
	 FORMCHECKBOX 
 N/A             FORMCHECKBOX 
Low
	 FORMCHECKBOX 
 Moderate
	 FORMCHECKBOX 
 High2
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