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Boston University Medical Center
DATA SAFETY MONITORING PLAN
Generic (non-GCRC) version
For studies that are greater than minimal risk, the IRB requires that a study-specific DSMP be developed.  Use of this form is recommended but not required. 
Once you complete this form, attach it in Section S of INSPIR.  Indicate in Section H that the DSMP is attached. 
STOP!  If you are planning to use the GCRC for your research- Do NOT use this form! Instead, use the GCRC DSMP template posted on the GCRC and IRB websites.
	Protocol Title
	     

	PI
	     


Section 1: Risk Classification of the study
	1. Risk Classification. These are general (not regulatory) categories. Select the one that best describes your study. 
	Recommended level of monitoring 

	 FORMCHECKBOX 
 Minimal risk .The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102i).  Examples: Physical exam, blood sampling, exercise testing in healthy adults.
	May be monitored by PI only or PI and study staff on a scheduled basis.

	 FORMCHECKBOX 
  Low. Involves a minor increase over minimal risk.  Increased probability of a low-severity event that is reversible (i.e. muscle/joint soreness); likelihood of serious harm is very rare (such as anaphylaxis from routine allergy skin testing).  Examples: Studies of normal volunteers using well-described low-risk procedures.
	- Scheduled monitoring by PI and staff & regular team meetings to discuss AEs and protocol issues.  

- Independent reviewer may be needed if there is potential for conflict of interest. 

	 FORMCHECKBOX 
 Moderate. Risks reasonable in relation to benefits/ knowledge to be gained; Likelihood of serious harm is rare. Low risk interventions in subjects at higher risk due to underlying disease and vulnerable subjects. Examples: Use of study drugs with moderate side effects for an indicated use; study interventions with documented human safety data indicating reasonably acceptable risks; insulin pumps; endoscopies; non-anonymous surveys with sensitive questions (i.e. drug use, illegal or sexual activity). 
	- PI/ staff monitor data/AEs on on-going basis with  team meetings 
-Independent Safety Monitor or DMC  used to review AEs  

- Multi-site NIH trials : central reporting entity for phase 1&2 and DSMB for     phase 3. 
-A DSMB is recommended for large multi-site blinded studies.

	 FORMCHECKBOX 
 High. Interventions with high incidence of AEs from the interventions or subjects’ underlying condition.  Increased probability for a related SAE that is prolonged or permanent, or significant uncertainty about the nature or likelihood of AEs.  Examples: studies with interventions with known substantial risks;  high risk of SAES based on subjects underlying disease; trials involving drugs or devices with little available safety data in humans or the study population; gene therapy studies.
	- Frequent monitoring by PI/study staff (on-going).  
- DSMB or other formal, independent data safety monitoring committee recommended

- NIH requires phase 3 multi-site studies to have an independent DSMB.


    Section 2: Internal Data Monitoring (Done at BUMC)
	2. The PI is responsible for monitoring of study activities including (all that apply): AEs/UPs, subject physical exams, medical /social history, informed consent process, laboratory data, assessment of eligibility, vital signs and/or other physical assessments, psychosocial  monitoring (i.e. depression scales, cognitive testing, etc.), non-lab diagnostics, dose-limiting toxicities, interviews/surveys, etc.  Please check one of the two boxes below. 
 FORMCHECKBOX 
 The PI is responsible for monitoring all the above that apply to this research study.  The PI has the appropriate qualifications and privileges to perform these functions (i.e. only a licensed MD with hospital privileges can perform some of the above functions).
 FORMCHECKBOX 
 The PI has overall responsibility for the study. The PI has delegated some monitoring responsibilities to a sub-investigator or other person.  If this option is checked, you must provide the name and title of each sub-investigator below, specify which activities will be delegated, and verify that he/she has the appropriate qualifications and privileges to serve this function.  
Specify:       


  Section 3: External Data Monitoring  

	3.a. Please specify below whether this study utilizes outside monitors:
 FORMCHECKBOX 
 Sponsor Medical/Safety Monitor/Central reporting entity.  Specify what is monitored and frequency:      
 FORMCHECKBOX 
 “QA” study monitor – including CRO monitor.  Specify what is monitored and frequency:      
 FORMCHECKBOX 
 Other (specify):        Specify what is monitored and frequency:      

	3.b. The items below relate to external monitoring committees (DSMB, DMC, Safety Review Committee, etc.)

 FORMCHECKBOX 
 This study does not have/require an outside monitoring committee.  (Skip to Section 4.)

 FORMCHECKBOX 
 This study does have an outside monitoring committee, as described below:

	3.c. Please provide details about the DSMB or other monitoring committee including the names/titles/affiliations of the members, their responsibilities, how frequently they meet, and reporting plan, etc.   Note: if it is an independent DSMB, you must either 1) attach a copy of the DSMB Charter to this document and save it as a single file before attaching to Section S of INSPIR or, 2) alternatively, you may indicate the pages of the sponsor’s protocol where the DSMB Charter can be found (if all the required information is present). 

     

	3.d. How/when is the DSMB or other data safety monitoring committee made aware of unexpected/possibly related SAEs (i.e. Unanticipated Problems)? 

     

	3.e. Please note below whether the review committee is independent (such as an independent DSMB) or whether it is part of the sponsor (such as an internal monitoring committee of physicians at the sponsor pharmaceutical company).
 FORMCHECKBOX 
 External/independent         FORMCHECKBOX 
 Internal/not independent

     

	3.f. Interim Analysis Plans (describe, if any).  How often and by whom are data examined during the course of the trial?
 FORMCHECKBOX 
 Described in review committee charter/SOP, attached.

     


Section 4: UP, AE, SAE Definitions, Classification & Grading, and Attribution
	4.a. Unanticipated Problems (UPs)  (which may or may not be AEs) are defined in this study using: 

 FORMCHECKBOX 
 BUMC accepted definition:  “Any incident, experience, or outcome that meets all of the following criteria: 

a. 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 subject population being studied;

b. Related or possibly related to a subject’s participation in the research; and

c. Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.”  OR is SERIOUS.                                                
 FORMCHECKBOX 
  Other, or in addition to the above (please describe):      

	4.b. Adverse Events (AEs) will be defined in this study using:
 FORMCHECKBOX 
  BUMC accepted definition: “Any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research.”  (OHRP Guidance on Unanticipated Problems and Adverse Events, Jan. 15, 2007)
 FORMCHECKBOX 
  Other, or in addition to the above (please describe):      

	4.c. Serious Adverse Events (SAEs) will be defined in this study using: 

 FORMCHECKBOX 
 BUMC accepted definition. “Any adverse event that: 

· results in death;

· is life-threatening (places the subject 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 a congenital anomaly/birth defect; or

· based upon appropriate medical judgment, may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the other outcomes listed in this definition.”

 (OHRP Guidance on Unanticipated Problems and Adverse Events, Jan. 15, 2007)
 FORMCHECKBOX 
  Other, or in addition to the above (please describe):      

	4.d.  AEs will be graded /classified: 

 FORMCHECKBOX 
  As mild, moderate or severe (mild = not requiring treatment; moderate = resolved with treatment; severe = inability to carry on normal activities and required professional medical attention).

 FORMCHECKBOX 
  The PI will use another grading scale (please specify below or reference page in sponsor’s protocol).

     

	4.e. Identify the attribution (“relatedness”) scale to be used in this study:

 FORMCHECKBOX 
  The PI will determine the relationship of adverse events to the research intervention using the following scale:

- Definite: AE is clearly related to the investigational agent/procedure/intervention

- Probable: AE is likely related to the investigational agent/procedure/intervention

- Possible: AE is possibly related to the investigational agent/procedure/intervention

- Unlikely: AE is doubtfully related to the investigational agent/procedure/intervention

- Unrelated: AE is clearly not related to the investigational agent/procedure/intervention

 FORMCHECKBOX 
  The PI will use an alternative attribution scale (specify, or reference page in protocol):      


   Section 5: Reporting Responsibilities 
	5. Specify all reporting by the BUMC PI that applies to this study.   
	Specify timeframe for reporting for UPs, AEs, & SAEs.

	 FORMCHECKBOX 
 AEs and UPs to the BUMC IRB 
(BU IRB Unanticipated Problem reporting policy: http://www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=293&PageID=9923)
	 FORMCHECKBOX 
 Will report UPs to the IRB per BUMC policy.

 FORMCHECKBOX 
 Will report AEs/SAEs to the IRB per BUMC policy. 

 FORMCHECKBOX 
 Will submit DSMB reports and other data safety monitoring reports to the IRB per BUMC policy.



	 FORMCHECKBOX 
 AEs and UPs directly to the FDA – specify center:       [This is required if the PI is the Sponsor (holds IND or IDE).] 
	     

	 FORMCHECKBOX 
 AEs and UPs to the Sponsor
	     

	 FORMCHECKBOX 
 AEs and UPs to the CRO/coordinating center
	     

	 FORMCHECKBOX 
 AEs and UPs to NIH – specify Institute/Center:      
	     

	 FORMCHECKBOX 
 AEs and UPs to DSMB/ DMC/ AE Monitoring Committee
	     

	 FORMCHECKBOX 
 AEs and UPs to Medical/safety monitor
	     

	 FORMCHECKBOX 
 AEs and UPs  to Other study sites (if this is a multicenter trial where the local site is the main site).
	     

	 FORMCHECKBOX 
 Other (specify):      
	     


  Section 6: Emergency actions 
	6.a. Unblinding
 FORMCHECKBOX 
 Check this box if the study is NOT a blinded study.
 FORMCHECKBOX 
 Check here if the study is blinded. For blinded studies, describe below the unblinding process for an individual participant (that preserves the blinding for other participants) in the event of an SAE or emergency.
     

	6.b. Stopping rules.  Describe the pre-defined safety-efficacy stopping points for the entire study that would cause the study to be suspended or terminated. (This does not refer to individual withdrawal criteria but conditions/events that would cause the entire study to be stopped or suspended.) 
     


    Section 7: Signature 
   As PI of this research study, I endorse the information in this DSMP form as the DSMP.  I acknowledge that, 

    as the PI, I am responsible for implementation of the DSMP by all members of the research team.
	Investigator signature*:
	     
	Date:
	     


       * By attaching this form in Section S of INSPIR and then submitting the protocol electronically via INSPIR the PI is 
             attesting to the above and the PI’s signature is not required on this document. 
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