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                                                  Data and Safety Monitoring

CREATING A DATA AND SAFETY MONITORING PLAN

Once a protocol is referred to the Data and Safety Monitoring Executive Committee, the first step is for the study investigator to develop a data and safety monitoring plan (DSMP).  

A data and safety monitoring plan (DSMP) is a written plan that specifies a system for appropriate study oversight to ensure: (1) safety of clinical research subjects, (2) validity and integrity of research data, and (3) appropriate termination of a study. 

Once the plan elements listed here are drafted by the investigator and submitted to the DSM-EC, the DSM-EC will work with the investigator to finalize the plan and assure that it is implemented. 

Glossary of Abbreviations

COIC:  

Conflict of Interest Committee

CSOC:  

Clinical Study Oversight Committee

DSMB: 

 Data and Safety Monitoring Board

DSM-EC:  

Data and Safety Monitoring Executive Committee

DSMP:  

Data and safety monitoring plan

HSC:  


Human Subjects Committee

HRPP-D:

Human Research Protection Program Director
ISM: 


 Independent safety monitor

OC:  


Office of Compliance

PSMB:  

Protocol-specific Monitoring Body 

Please complete the form below. Click on the gray boxes to fill in your responses.
Date:            Principal Investigator:       
HSC #       
      Protocol Title:       
Who referred this protocol to the DSM-EC?

 FORMCHECKBOX 
 HSC

 FORMCHECKBOX 
 COIC

 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 HRPP-D
Why was this protocol referred for DSM-EC oversight?

 FORMCHECKBOX 
 to manage conflict of interest

 FORMCHECKBOX 
 study designed to assess major outcomes of mortality or morbidity

 FORMCHECKBOX 
 high risk subject population

 FORMCHECKBOX 
 safety / high risk intervention

 FORMCHECKBOX 
 other, please specify:       
What research design is used in this protocol?

 FORMCHECKBOX 
 single blind; please describe:       
 FORMCHECKBOX 
 double blind; please describe:       
 FORMCHECKBOX 
 open label

 FORMCHECKBOX 
 other, please describe:       
What is the anticipated start date and duration of this project?  

Anticipated start date for enrollment:       
     Project duration:       
Key Elements of a DSMP
1. Risk - Risk Considerations

The study investigator must identify the overall level of risk that study participants will experience.  Investigators should consider physical, social, psychological, financial, legal and confidentiality risks in determining risk level.
Participant characteristics should also be considered, including the involvement of vulnerable populations such as children, pregnant women, people with psychological or neurological impairments, individuals with terminal illness, ICU patients, and persons unable to give consent.
Additional risk considerations include known risks of procedures or medication, investigation agent or procedure, underlying health of study population, use of placebo, phase of trial, and potential actions that can be taken to decrease risk.

Assigning risk level
Minimal – no more to slightly more risk than encountered in daily life  [e.g., routine physicals or psychological exams, blood draws, behavioral surveys, EKGs, endoscopy, therapeutic trial with known safety profile licensed for use and study population]

Moderate – higher than low risk  [e.g., non IND therapeutic intervention trials, insulin clamp studies, organ biopsy, Phase II trial with available safety data for same population as study]

High – increased probability for SAEs  [e.g., investigational agents or devices, investigator initiated INDs, Phase I trials, Phase III multi-center comparative trials]

The risk level for the study referenced above is:      FORMCHECKBOX 
 Minimal        FORMCHECKBOX 
 Moderate        FORMCHECKBOX 
 High   

Rationale for risk judgment:       
2.  Adverse Event Reporting- A description of the process for reporting adverse events and unanticipated problems is required.  

The SAE reporting plan should address the following points:  

Who will do the reporting?  (e.g., PI, project manager, co-investigator, etc)  

     
To what entities will reporting be done?  [e.g., PSMB, HSC, Sponsor/Funding Agency, NIH/FDA (if applicable)]  
     
What AE grading and attribution criteria will be used? 

 FORMCHECKBOX 
  Common Terminology Criteria for Adverse Events [http://ctep.cancer.gov/forms/CTCAEv3.pdf)]  

 FORMCHECKBOX 
  Other, please describe        
Who will make the AE grading and attribution decisions?  

     
Reporting Forms

The DSM-EC has developed an Excel form for summarizing adverse events and reporting baseline subject demographics.  The document “Adverse Event Summary and Baseline Demographics and Relevant Clinical Characteristics, by case” can be found at http://www2.kumc.edu/researchcompliance/dsmbforms.htm.  Please review the form to see if it will work for your study, or whether it should be modified to include any additional variables to fully capture relevant information for your study.

The DSM-EC “Adverse Event Summary and Baseline Demographics and Relevant Clinical Characteristics, by case” form will work for my study.


YES  FORMCHECKBOX 


NO  FORMCHECKBOX 

If NO, please provide alternative forms for DSM-EC review.  In the space below, briefly describe why not, and list any variables that will be added or deleted.  
     
3.  Safety Monitoring- The decision about who will be doing safety monitoring should be based on level of risk.  It could be the PI, the PI and a Protocol-specific Monitoring Body (PSMB) such as an independent safety monitor (ISM), clinical study oversight committee (CSOC), or data and safety monitoring board (DSMB).  See “Protocol Specific Monitoring Options” document at  http:/www2.kumc.edu/researchcompliance/dsmbpolicies.htm.for a description of these options.
Who will perform the monitoring for the study referenced above?  

     
Note: If there is to be an ISM, CSOC, or DSMB, please submit the Protocol-specific Monitoring Body Member Nomination form (http://ww2.kumc.edu/researchcompliance/dsmbsubprocess.htm) along with this plan.

How will adverse events be detected or become known to the investigator?  

     
4.  Frequency of Monitoring- Monitoring frequency might be based on certain time intervals, or after a specific number of subjects are enrolled.  
What is the planned frequency of study monitoring?  

     
How might this interval change if there is unexpected or increased incidence of SAEs?


     
5.  Duration of Monitoring- Monitoring might continue until active intervention with subjects is complete, until a specified point in long-term follow-up, or until some other designated event occurs.   

How long do you propose for PSMB monitoring to continue?  

     
6.  Elements to be monitored- Appropriate Items to be monitored include: enrollment, participant attrition, protocol deviations, and criteria against which the decision to stop the study is evaluated, for both individuals and the study itself.

The DSM-EC has developed a “Patient Enrollment Summary” form, available at http://www2.kumc.edu/researchcompliance/dsmbforms.htm.  This form should be completed and submitted at each DSMB review.  If the structure of this form does not fit well with your study, please propose an alternative format.

What is the enrollment goal for the study (number of participants across what span of time)?  

     
What level of participant attrition would be cause to re-evaluate the protocol?  

     
What are the primary outcome measures to be monitored? 

     
Are interim analyses planned?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, what outcome measures will be analyzed?  

     
If yes, what is the schedule for interim analyses?  

     
If yes, who is the statistician who will be conducting interim analyses?  

     
What is the statistician’s relationship to study?  

     
Is the statistician involved with monitoring the study?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, what is the nature of the involvement?       
If the design involves blinding, who holds the key to the blinded groups?  

     
How will protocol deviations be handled? 

     
Stopping rules for an individual participant:  
Under what circumstances would a participant be stopped from continuing their participation in the study?  

     
Stopping rule for the study:  
Under what circumstances would the study be stopped (e.g., adverse event rate, slow enrollment, concerns about data integrity)?  

      

7.  Data Integrity- Include a description of the measures taken to assure the quality of the data.  This descriptions should include information on how data is collected and by whom, as well as how records/data are maintained (e.g., locked file cabinets, password protected databases, etc).

Description of measures taken to assure data integrity:  


     
The DSM-EC may request that KUMC’s Research Institute Clinical Research Administration Division conduct a periodic quality indicator visit (QIV) to assure that data are being collected and recorded according to protocol.  The reports coming out of these record reviews will be reviewed by the PSMB as part of its regular protocol review. If the results of the QIV indicate the need for a further review, a detailed visit may be requested by the PSMB or the DSM-EC to review further study details.
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