APPENDIX B (Data and Safety Monitoring Plan)
UConn Health
Instructions: The Data and Safety Monitoring Plan (DSMP) is a written Plan established to periodically Monitor (i.e., review in aggregate) the Safety of research participants and the integrity of study Data.  The Principal Investigator (PI) should indicate the appropriate frequency and content of aggregate review on this form, which will be reviewed by the Institutional Review Board (IRB) [and Clinical Research Center (CRC) Scientific Advisory Committee (SAC), if supported by CRC SAC resources].   If a study already has a DSMP outlined elsewhere (e.g., in a proposal submitted to NIH; in a Sponsor protocol), please review that document when completing the below information so that this form serves as a reference (summary) of it.  
	Section 1 – General Study Information

	PI Name:

	

	Complete Project Title:


	

	Date of original DSMP:


	 (Instruction: This date stays the same and does not change for the duration of the study.)

	Date of current DSMP:


	 (Instruction: This date should be updated only when any sections below are changed.)

	Select one option:


	☐ Option #1:  This project will only have a Data and Safety Monitoring Plan (DSMP). There is no Data and Safety Monitoring Board (DSMB) for this project.   

☐ Option #2: This project’s DSMP will include a Data and Safety Monitoring Board (DSMB)*.  
*Definition:  A DSMB (also known as “Data Monitoring Committee”) is a group of independent scientists who monitor the safety and scientific integrity of a research study. The group can recommend to the study sponsor and/or PI that the study be stopped if it is not effective, if it is causing harm to participants, or if it is not likely to serve its scientific purpose. Members are chosen based on the scientific skills and knowledge needed to monitor the particular study.  Note:  In addition to monitoring conducted by the DSMB, the PI is responsible for monitoring individual subject safety on an ongoing basis throughout the study.

	Section 2 – Study Design Information  (check all that apply)

(Instruction: The items below identify elements of the study design that are relevant to Data & Safety Monitoring)

	
	Interventional

(Instruction: Select this if subjects in the study are assigned to a treatment or other intervention, whether biomedical or behavioral, and then outcomes measured.  Note: this item should be selected for clinical trials.)

	
	Non-Interventional or Observational
(Instruction: Select this if the protocol has no interventions (e.g., observational study of disease progression or development; studies tracking trends).  Studies that involve sample collection (e.g., blood draw) may fall in this category as long as there are no study-mandated interventions involved. )

	
	Therapeutic, medical intervention

(Instruction: Select this if the protocol includes the use of a medical intervention for a therapeutic purpose) 

	
	Therapeutic, non-medical intervention

(Instruction: Select this if the protocol includes the use of a non-medical intervention for a therapeutic purpose – e.g., behavioral intervention)

	
	Sponsor-initiated

(Instruction: Select this if a Sponsor (e.g., Pharmaceutical company) wrote the protocol)

	
	Investigator-initiated clinical trial

(Instruction: Select this if the PI wrote the protocol and it is a clinical trial study design.  In a clinical trial (also called an interventional study), participants receive specific interventions according to the research plan or protocol. These interventions may be medical products, such as drugs or devices; procedures; or changes to participants' behavior, for example, diet. Clinical trials may compare a new medical approach to a standard one that is already available or to a placebo that contains no active ingredients or to no intervention. Some clinical trials compare interventions that are already available to each other.)

	
	Genetic research/DNA
(Definition: Genetic research involves the analysis of any of the following: DNA, RNA, and chromosomes.  It may also include analysis of proteins or metabolites that act as (or identify) markers for a disease or behavior.) 

	
	Gene Therapy

(Definition: Gene therapy is an experimental technique that uses genes to treat or prevent disease.)

	
	Clinical trial using drugs/devices manufactured at UConn Health

	
	Study using drugs for other than indicated use (e.g., off-label use of a drug)

	
	Epidemiology

(Definition:  Epidemiology is a science studying the patterns, causes, and effects of health and disease conditions in defined populations)

	
	Physiology 
(Definition: Physiology is the study of normal function in living systems. Specifically, how organ systems, cells, and bio-molecules carry out chemical or physical functions.)

	
	Diagnostic

(Instruction: Select this if the protocol includes the use of a diagnostic test.  A diagnostic test is any kind of medical test performed to aid in the diagnosis or detection of disease. In general, diagnostic test studies are cross-sectional in design: a group of patients with and without disease is identified, and both the test being studied and a reference standard test are given to each patient.)

	
	Other (explain): _____________
(Instruction: If there are any other relevant aspects of the study design that may impact subject safety or data integrity, explain here.) 

	Answer 

 (below)
	Questions Related to Blood and Tissue 
     (Answer Yes or No or N/A)

	
	Will blood or tissue specimens be stored?


	
	If blood and/or tissue will be stored, will the sample(s) be stored in an identifiable manner? 
(Instruction:  Answer Yes if samples will be: (1) directly identifiable (e.g., labeled with subject name or other direct identifier); or (2) coded and with a link to the subject’s identity (e.g., samples are assigned a study number, but a master list exists linking that number to the subject’s identity); or otherwise identifiable.)


	
	Will blood or tissue be collected for either of the following: (1) DNA; or (2) to establish cell lines?


	Section 3 – Data Used for Safety Monitoring 

	Instruction:  This section specifies what data will be reviewed at the time of each aggregate review.  Please mark an “X” next to the selected elements.  Only select data that are accessible and appropriate for the study:
· Accessible:  Only select criteria for which the study team has access.  The data may be found in individual case files, in a spreadsheet or in a database from which reports can be generated.   How this data is stored and pulled together or generated for aggregate review must be determined by the PI and study team early in the study.  

· Appropriate:  Only select criteria that make sense for the study.  In other words, cumulative data that could impact: (1) the safety and risk/benefit analysis for a study and/or (2) the validity and integrity of study data. For example, if the study involves a one-time questionnaire, then assessing early withdrawal data would likely not be helpful.

	(3.0) Indicate below the elements that will be reviewed during the aggregate data/safety monitoring and considered in the periodic data/safety review and report: 


	Subject safety elements

	
	A. Serious Adverse Events (SAEs) 


	
	B. Summary of adverse events 



	
	C. Review of clinical/diagnostic test results (e.g., safety blood tests)


	
	D. Review of vital signs 


	
	E. Review of physical examination



	
	F. Review of symptoms or performance status



	
	G. Review of evaluation (assessments) performed



	Study progress and protocol compliance elements

	
	H. Dropout rates and reasons for the dropouts



	
	I. Enrollment numbers



	
	J. Protocol Deviations



	
	K. Subject interviews



	
	L. Medication Compliance



	Interim analysis elements 

	
	M. Analysis of outcome data and its relationship to potential changes in study design


	
	N. Hypothesis validation - no risk is justified if the hypothesis has been disproved



	Other elements 
(Instruction:  The following are other suggestions to consider for aggregate review.  If you choose any of them, please mark an X next to them below.)   

	
	O. Data integrity (e.g., subject inclusion criteria being met, transcription of data is accurate and complete, units of measure are recorded appropriately, calculations are standardized and performed accurately, etc.) 

	
	P. Subject privacy (e.g., observations of consenting process, interviewing, or clinical visit performed quarterly on X subjects. Request input from X subjects related to their experiences regarding privacy expectations, etc.)

	
	Q. Data confidentiality (e.g., check for locked file cabinets, secure electronic records, secure location where protected health information is stored)

	
	R. Product accountability 

	
	S. Study documentation (e.g., sampling of study files annually)


	(3.1)  Indicate below whether reviews will be done on blinded data, un-blinded data, or both:

☐ ONLY Blinded Data will be reviewed 

☐ ONLY Un-blinded Data will be reviewed 

☐ BOTH Blinded and Un-blinded Data may be reviewed  - explain: _________



	(3.2)  If applicable, enter here any additional comments regarding the data that will be used for monitoring:     


	Section 4 – Periodic Monitoring and Report Schedule
(Specify who will conduct aggregate review of the data selected in Section 3 and at what frequency during the study conduct.) 

	(4.0)  Individuals Performing Monitoring and Frequency of Review 
Instruction: In the table below, enter the letter(s) of the item(s) selected in section 3.0 (e.g., A. SAEs, B. Summary of Adverse Events, etc) for the corresponding individual(s) performing the review of that data element. Ensure all entities involved in data and safety monitoring are reflected below.    


	Minimal or Slight Increase over Minimal Risk Study

	Individual(s) performing aggregate monitoring
	Frequency of Review 

	
	Annually
	Semi-annually
	Quarterly
	After __ subjects enrolled
	Every __ subjects enrolled
	Other (specify):

	Principal Investigator
	
	
	
	
	
	

	Principal Investigator with Study Staff
	
	
	
	
	
	

	Sponsor
	
	
	
	
	
	

	Other formal monitoring entity (e.g., Independent Monitor) (specify):   
	
	
	
	
	
	

	Data and Safety Monitoring Board (DSMB)
	
	
	
	
	
	

	Other (e.g., Institutional or Outside Colleague) (specify):   
	
	
	
	
	
	

	Moderate/High Risk Study

	Individual(s) performing aggregate monitoring
	Frequency of Review

	
	Annually
	Semi-annually
	Quarterly
	After __ subjects enrolled
	Every __ subjects enrolled
	Other (specify):

	DSMB – locally established and independent of PI
	
	
	
	
	
	

	DSMB - Sponsor established
	
	
	
	
	
	

	Consultant (specify):  
	
	
	
	
	
	

	Other monitoring entity (specify):  
	
	
	
	
	
	

	(4.1)  If the study is utilizing a DSMB, indicate when are you going to submit the DSMB Charter: 
(DSMB Charter is the principal organizational document for the DSMB, which provides information about general DSMB operations (e.g., members, frequency of meeting, data review, record-keeping responsibilities)
☐ DSMB Charter is included in the initial application to the IRB for approval
☐ DSMB Charter will be submitted to the IRB before subjects are enrolled   
☐ Other, specify:  __________
☐ N/A (no DSMB)


	(4.2) If the study is utilizing a DSMB, will the DSMB meet prior to the start of the study?  
☐ Yes –Submit copy of Board report/minutes to IRB, once available   
☐ No   
☐ N/A (no DSMB)


	Section 5 – monitor reports

	(5.0)  If your project only has a Data and Safety Monitoring Plan (DSMP) and there is no Data and Safety Monitoring Board (DSMB):  Please note that you should submit a report of the DSMP meeting(s) to the IRB when you request Continuation or when you Close the study, whichever comes first.  The report should include, at minimum: the date of the meeting(s), attendees, data reviewed (i.e., from Section 3), findings, conclusion, and recommendation.  


	(5.1) If the study has a DSMB and/or formal monitoring entity (e.g., monitoring conducted by the Sponsor):  During the course of the study, a copy/summary of the monitor reports and/or DSMB minutes or report must be submitted to the IRB and the following designated entities (check any that apply):


	
	CRC RSA   (required if study is supported by CRC SAC resources)

	
	NIH

	
	FDA

	
	Other Government Agency (specify):    

	
	Sponsor (specify):   

	
	Cooperating Institution(s) (specify):    

	Section 6 – Reporting Adverse Events

	Reminder:  The PI (or designee) is responsible for collecting and recording all clinical data.  As these results are collected, all toxicities and adverse events will be identified, graded for severity and assigned causality, reported to the required entities, and compiled for periodic review.  After assigning causality, the PI will decide the course of action for the study participant.  The PI will evaluate all AEs and determine whether, in his/her opinion, the adverse event affects the risk/benefit ratio of the study and whether modifications to the protocol or informed consent form are required.  
Note:  In addition to the local reporting requirements, the PI’s signature on the IRB application verifies that he/she understands the sponsor and federal reporting requirements for this study. 
Local reporting requirements: Only those adverse events that may constitute an Unanticipated Problem Involving Risk to Subjects or Others (UPIRSO) must be reported to the UConn Health IRB.  Such events are to be reported to the IRB within 5 days of the PI becoming aware of the event.


	(6.0) Adverse event reports occurring in this study will be reported to the following entities within the individually required timeframes (check any that apply): 


	
	FDA

	
	CRC (required if utilizing CRC resources)

	
	Sponsor  (specify):   

	
	Cooperating Institution(s) (specify):    

	
	Adverse Event Expedited Reporting System (AdEERS) 
(Definition: For studies utilizing agents under an NCI IND/IDE, an expedited AE report must be submitted electronically to NCI via AdEERS. AdEERS is NCI’s original web-based system for electronic submission of expedited reports on studies utilizing an NCI-sponsored IND. The current version of AdEERS allows Cooperative Groups to report AEs for their studies, including those not under a NCI IND/IDE, commercial agent-only, investigational agent/intervention and commercial agent on separate arms, or investigational agent/intervention and commercial agent on the same arm.)


	(6.1) Under what conditions will individual subjects be un-blinded based on unexpected serious adverse events?    
               Answer:  _________


	Section 7– Study Suspension

	

	(7.0) If it has been determined, for any reason, that there will be a suspension of this study, the PI recommends the following plan and will seek approval for any such action from the IRB:  


	
	Suspend enrollment of new subjects but continue intervention/monitoring of previously enrolled subjects because it is in the best interest of the subject

	
	Suspend active study treatment or intervention, but continuing monitoring for subject safety reasons

	
	Suspend experimental procedures and continue monitoring

	
	Suspend all activity per sponsor and/or IRB direction

	
	Continue treatment/intervention until alternate plans can be made for the subjects

	
	N/A - indicate reason: ____________________ (e.g., minimal risk study, observational study, etc)

	Section 8 – Reference Points to IRB Application

	Refer to the IRB application you have built in IRIS  for additional information about the following aspects of study conduct:
 1) Potential risks and protections against risks (IRIS section titled: “Protection Against and Minimization of Risk”)
 2) Assessment of level of risk (IRIS section titled: “Reasonableness of Risks in Relation to Benefits”)
 3) Data and record confidentiality (IRIS section titled: “Confidentiality of Data”)
 4) Conflict of interest (COI) (IRIS section titled: “Significant Financial Interest”)
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