BUMC GCRC DSMP Template
BUMC GCRC DSMP Template
                            
Version 4/3/08
                     


Boston University Medical Center General Clinical Research Center (GCRC)
DATA SAFETY MONITORING PLAN

Per NIH guidance, every clinical study should have a provision for data and safety monitoring and this monitoring should be commensurate with the risks, size and complexity of the study.  The monitoring focus should be on participant safety and on validity and integrity of the data.  (For more information, please refer to NIH Policy for Data and Safety Monitoring, June 10, 1998 and Further Guidance on Data and Safety Monitoring for Phase I and Phase II Studies, June 5, 2000)  For GCRCs, the National Center for Research Resources (NCRR), part of the NIH, mandates that every research study performed in a GCRC must have a protocol-specific Data Safety Monitoring Plan (DSMP) approved by the GCRC Advisory Committee (GAC) and Institutional Review Board (IRB) prior to initiation of the study in the GCRC.
This form is designed to assist BUMC GCRC investigators in articulating a protocol-specific monitoring plan.  The DSMP is evaluated and approved based on its appropriateness, as determined by the level of risk, complexity of the study and the plans to monitor the data to ensure safety of the research participants
Key elements to be incorporated into a DSMP include: 
· Description of risks and how they are minimized (described in study protocol);
· Overall risk assessment;

· A plan for safety review (what is monitored, who monitors it and how frequently);

· AE and Unanticipated Problem definitions; AE grading (severity) and attribution (relatedness);

· A reporting plan (what gets reported, and to whom and in what timeframe it will be reported).
Once you complete the form:

· Upload to INSPIR Section S, and note in section H of the INSPIR application that the study-specific DSMP is attached to Section S.
· Submit a copy of the DSMP (signed by the PI) with the GCRC application for GCRC Advisory Committee (GAC) review/approval.

· After review/approval by the IRB and the GAC, a copy signed by the GCRC RSA noting GAC approval will be sent to you for your records.  An amendment should be submitted to the IRB to attach this approved version to INSPIR.
If you require assistance with the completion of the DSMP form, please contact GCRC Research Subject Advocate (RSA) Mary-Tara Roth at x8-8876 or mtroth@bu.edu.
Section 1: GENERAL INFORMATION
	1a. 
IRB Number
	     

	1b. 
Protocol Title
	     

	1c. 
Principal Investigator (PI) & contact info 
(mailing address, phone, pager, fax, e-mail) 
	     

	1d. 
Study coordinator & contact info
(mailing address, phone, pager, fax, e-mail)    
	     

	1e. 
Safety Contact Information.  Identify at least one person available to address safety issues, including those that may arise after-hours (unless already listed above).
	     


Section 2: STUDY CHARACTERISTICS  

	2a. 
Initiated by:      

	2b. 
Funded by:      

	2c. 
Single center:  FORMCHECKBOX 
  Multi center:  FORMCHECKBOX 
  if checked, # sites including BUMC:      

	2d.
Estimated total # of participants enrolled worldwide):      

	2e. 
Estimated total # participants consented at BUMC (including screening consent):      

	2f. 
Estimated total # participants enrolled/randomized at BUMC (in study after screening):      

	2g. 
Expected study duration per participant (specify in # days, weeks, or years, etc.):      

	2h. 
Estimated duration of study enrollment/follow-up/data collection, not including data analysis and manuscript preparation (provide estimated date range):      

	2i. 
What type of study is this?  Drug  FORMCHECKBOX 
  (Phase:      )    Device  FORMCHECKBOX 
     Other  FORMCHECKBOX 
 specify:      

	2j. 
Is the study randomized? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
   
      
If Yes, who maintains privacy of randomization?      
     
If Yes, who administers randomization at local site?      

	2k. 
Describe control group(s), if applicable:      

	2l. 
Describe blinding, if applicable: 

        Single:  FORMCHECKBOX 
     Double:  FORMCHECKBOX 
      Not blinded:  FORMCHECKBOX 


	2m. 
If drug/device study, is it conducted under an IND/IDE?  


Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   If yes, number:                     IND/IDE Held by:      

	2n. 
If drug/device study, manufacturer(s) name(s):      

	2o. 
Local drug/device accountability will be maintained by:      

	2p.
Are expected risks of study participation and how they will be minimized sufficiently described in INSPIR (Section H) or in the WIRB protocol?                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	2q.
Is the data management and security plan sufficiently described in INSPIR (section K1) or in the WIRB protocol (including location of paper and electronic files, access to paper and electronic files, and persons responsible for local maintenance of the data)?            FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No       

	2r.
Certain populations (see examples below) require special protections in research, for they may be more vulnerable to potential risks of a study based on certain important factors such as young/older age, disease-process, etc.  These populations also include those individuals whose willingness to volunteer in a clinical trial may be unduly influenced by the expectation, whether justified or not, of benefits associated with participation, or of a retaliatory response from senior members of a hierarchy in case of refusal to participate.  If your study may recruit from these populations, please ensure that your IRB application specifies how you will obtain informed consent, protect confidentiality, and prevent undue coercion (Section J2 of INSPIR).                FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	· Children

· Pregnant women/fetuses

· Decisionally impaired/Cognitively impaired
· Terminally/critically ill
· Prisoners

· Persons in emergency situations 

· Ethnic or racial minorities or non-English-speaking individuals 
	· Elderly

· Nursing home residents

· Related to disease process (Alzheimer’s, HIV, cancer, etc.)
· Unemployed, impoverished persons or homeless persons

· Employees or students of PI or sub-investigators*
· Patients of PI or sub-investigators**



* 
Please refer to the IRB policy on students and employees at http://www.bumc.bu.edu/www/bumc/irb/Images/pp_specialpop.htm.

**  
If patients of the PI or sub-investigators may be recruited, please include language in the informed consent to protect against the potential for therapeutic misconception.  Sample language: “Your doctor may also be an investigator of this research study.  As an investigator, your doctor is interested both in your clinical welfare and in the conduct of this study.  Before entering this study or at any time during the research, you may want to ask for a second opinion about your care from another doctor who is not an investigator in this study.  You do not have to participate in any research study offered by your doctor.”
Section 3: RISK DESCRIPTION/ASSIGNMENT and MONITORING GUIDANCE
	The level/intensity of your safety monitoring is determined by the level of risk.  Many factors may influence the risk assignment and must be taken into consideration when assigning a risk category to the study.  These factors should be well-described in the study protocol, and include study design (interventions/procedures, randomization, multi-site vs. single site, blinding, size of study, length of participation, etc.), risk-to-benefit ratio, potential for invasion of privacy/breach of confidentiality, potential for psychological impact of protocol, participant population (i.e. “vulnerable” population), social implications, experience of research team, potential for conflicts of interest, etc.  
Only the term “minimal risk” is specifically defined by federal regulations.  The “Low,” “Moderate,” and “High” risk definitions below are definitions intended to break down “greater than minimal risk” into categories from which guidance for monitoring can be made.  The examples cited after each level of risk category below are to be used as a general guide to assist in making the risk assignment for your study and developing the monitoring plan that follows.  



	Risk Classification: Description/ Examples (Please select the level that best describes your study.)
	Monitoring Guidance

	 FORMCHECKBOX 
 Minimal: 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 of common aeroallergins).  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 considered if there is potential for conflict of interest.  

	 FORMCHECKBOX 
 Moderate: Risks are greater than low/minimal, but not considered high; they are reasonable in relation to anticipated benefits to participants and the importance of the knowledge that may reasonably be expected to result.  Likelihood of serious harm is rare.  Includes otherwise low risk interventions in populations at risk for serious clinical events based on underlying disease or low risk interventions in potentially vulnerable populations.  Examples: A study using a drug with moderate side effect profile for an indicated use; the study intervention/procedures have previously documented human safety data indicating reasonably acceptable risks; insulin clamps; endoscopies; questionnaires (unless anonymous) requesting highly sensitive information such as drug use or sexual history.
	- 
PI and staff monitor study on on-going basis.  
- 
Regular team meetings to discuss AEs and protocol issues.

- 
A Safety Monitor or Data Monitoring Committee may be utilized to review adverse events.  

- 
NIH requires a central reporting entity for multi-site phase 1 and 2 trials.

- 
An independent Data Safety Monitoring Board (DSMB) may be utilized, especially with large multi-site blinded studies.

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

	 FORMCHECKBOX 
 High: Interventions with potential for high incidence of adverse events from the interventions/procedures or underlying condition of enrolled participant.  Increased probability for the occurrence of a study-related event that is serious and prolonged or permanent, or there is significant uncertainty about the nature or likelihood of adverse events.  Examples: Study intervention or procedure with known substantial risks; study with high risk of serious adverse events based on underlying disease; studies involving drugs or devices with little available safety data in humans or in the population being studied; gene therapy studies.
	- 
Frequent monitoring by PI/study staff (on-going).  
- 
NIH requires phase 3 multi-site studies to have an independent DSMB.
- 
The National Center for Research Resources (NCRR) requires that all protocols that place participants at significant risk must have an independent DSMB.


Section 4: DATA to MONITOR: HOW and WHAT WILL STUDY STAFF MONITOR AND IN WHAT TIMEFRAME/FREQUENCY? 
	4a. 
Check off data to monitor as appropriate to your study.

	 FORMCHECKBOX 

	a. 
AE/SAE reports review and/or submission
	 FORMCHECKBOX 

	l. 
Vital signs and/or other physical assessments

	 FORMCHECKBOX 

	b. 
Safety reports (other sites) review and/or submission
	 FORMCHECKBOX 

	m. 
Psychosocial monitoring (i.e. depression scales, cognitive testing, etc.)

	 FORMCHECKBOX 

	c. 
Participant interviews/spontaneous reports
	 FORMCHECKBOX 

	n. 
Non-lab diagnostics

	 FORMCHECKBOX 

	d. 
Review of participant conduct/compliance
	 FORMCHECKBOX 

	o. 
Other clinical data/CRFs

	 FORMCHECKBOX 

	e. 
Participant physical examination
	 FORMCHECKBOX 

	p. 
Interim evaluation of study data

	 FORMCHECKBOX 

	f. 
Participant medical/social history
	 FORMCHECKBOX 

	q. 
Dose-limiting toxicities

	 FORMCHECKBOX 

	g. 
Informed consent process
	 FORMCHECKBOX 

	r. 
Rates of meeting study endpoint(s)

	 FORMCHECKBOX 

	h. 
Drop out/enrollment rates
	 FORMCHECKBOX 

	s. 
Drug/device accountability

	 FORMCHECKBOX 

	i. 
Protocol deviations
	 FORMCHECKBOX 

	t. 
Other:      

	 FORMCHECKBOX 

	j. 
Laboratory data
	 FORMCHECKBOX 

	u. 
Other:      

	 FORMCHECKBOX 

	k. 
Assessment of eligibility
	 FORMCHECKBOX 

	v. 
Other:      


	4b. 
BU Site Monitoring: Who is doing the monitoring?  What are they monitoring?  What is the frequency of the monitoring?  (Please ensure that designees listed below are qualified by education, experience and training to do the specific tasks assigned to them.)

	List all BU site study personnel responsible for monitoring study
	Role (title on project)
	Monitoring responsibilities (Please refer to “Data to Monitor” above and use the corresponding letters to complete this column.) 
	Frequency of monitoring (specify in time or per # participants)

	Example:

Rachel G. Investigator, MD
	Principal Investigator
	Overall conduct of study

a, b, d, e, f, g, h, I, j, k, o
	Weekly and with each participant visit.

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



	4c. 
Please describe interim analysis plans (if any): how often, and by whom are data examined during the course of the trial.

 FORMCHECKBOX 
 Described in DSMB/monitoring committee charter/SOP, attached. 
     


Section 5: EXTERNAL MONITORING  

	5a. 
Please specify below whether this study utilizes outside monitors (i.e. external to the site):

 FORMCHECKBOX 
 
Sponsor Medical/Safety Monitor/Central reporting entity.  Specify what is monitored and frequency:      
 FORMCHECKBOX 
 
Sponsor “QA/QC” study monitor – including CRO monitor.  Specify what is monitored and frequency:      
 FORMCHECKBOX 
 
Other (specify):        Specify what is monitored and frequency:      

	5b. 
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 6.)

 FORMCHECKBOX 
 
This study does have an outside monitoring committee, as described in 5c. below:

	5c. 
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

Details, if needed:      

	5d. 
Please provide details below (or attach) about the DSMB or other monitoring committee including the purpose, names/titles/affiliations of the members and their responsibilities on the committee, how frequently they meet, and reporting plan (i.e. how meeting outcomes and committee recommendations are distributed to sites), 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). 

     

	5e. 
How and when is the DSMB or other data safety monitoring committee made aware of unexpected/possibly related SAEs (i.e. Unanticipated Problems)? 

     


Section 6: UNANTICIPATED PROBLEMS and ADVERSE EVENTS: DEFINITIONS, CLASSIFICATION and GRADING, ATTRIBUTION
	Provide definitions of Unanticipated problems and AEs/SAEs used in this study and specify what grading and attribution scales will be used in reporting AEs.  All AEs should be categorized or graded according to seriousness (by definition in # 6c below) and severity (by grading scale in # 6d below) and a determination should be made on what possible relationship the event has to the study (attribution scale in # 6e below).  Each protocol may have a unique approach to describing AEs.  The PI should consult the master protocol and/or the funding source for specific definitions and scales to be used.  A link to the OHRP Guidance on Reviewing and Reporting Unanticipated Problems Involving Risks to Subjects or Others is available at http://www.hhs.gov/ohrp/policy/AdvEvntGuid.htm.  
(If your study is a minimal risk study with no invasive procedures or otherwise where it is not appropriate to complete this entire section (#’s 6b - 6e), please check here (  FORMCHECKBOX 
, complete only # 6a below, and skip to Section 7 below.)



	6a. 
How will you define “Unanticipated Problems” in this study?  (These may be, but are not necessarily, Adverse Events.)  Choose one or both as applicable to your study.
 FORMCHECKBOX 
  
“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.                                                
             (derived from OHRP Guidance on Unanticipated Problems and Adverse Events, Jan. 15, 2007) 

 FORMCHECKBOX 
  Other, or in addition to the above (please describe): 

     

	6b. 
How will you define “Adverse Events” in this study?  Choose one or both as applicable to your study.
 FORMCHECKBOX 
  
“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): 

     

	6c. 
How will you define “Serious Adverse Events” in this study?  (And, if applicable, define what they are not, i.e. clinical outcomes.)  Choose one or both as applicable to your study.
 FORMCHECKBOX 
 
“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): 

     

	6d. 
How will adverse event severity be classified/graded in this study?
 FORMCHECKBOX 
 
Utilizing the mild, moderate, severe criteria (mild = not requiring treatment; moderate = resolved with treatment; severe = inability to carry on normal activities and required professional medical attention).
 FORMCHECKBOX 
 
Other (such as World Health Organization Toxicity Criteria; Division of Cancer Therapy Evaluation Program [CTEP] Common Toxicity Criteria [CTC], version 2.0; AIDS Table for Grading the Severity of Adult and Pediatric Adverse Events; NCI Common Terminology Criteria for Adverse Events [CTCAE], v. 3.0).  
Specify, or reference page in protocol: 

     

	6e. 
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 7: UNANTICIPATED PROBLEM/ADVERSE EVENT REPORTING PROCESS and TIMEFRAME 
	Reporting requirements will vary depending on many study-specific factors such as who the sponsor is, whether it is a multi-center trial, whether there is an IND/IDE and who holds it, the protocol definition of what is related vs. unrelated and expected vs. unexpected SAE, etc.  Check below as applicable to your study.  *Refer to CR Times articles October and November 2007 for BU AE/SAE/UP Reporting policy.

	7a. 
Specify all additional reporting by the BUMC PI that applies to this study.   
	Specify timeframe for reporting for UPs, AEs, SAEs for each entity checked below.

	 FORMCHECKBOX 
 
AEs and UPs to the BUMC IRB* 

	 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) of drug/device trial.] 
	     

	 FORMCHECKBOX 
 
AEs and UPs to the Sponsor (or to Sponsor via CRO/coordinating center)
	     

	 FORMCHECKBOX 
 
AEs and UPs to NIH (if not Sponsor) – specify Institute/Center:      
	     

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

	 FORMCHECKBOX 
 
AEs and UPs to Medical/safety monitor 

Specify:      
	     

	 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):      
	     


	 FORMCHECKBOX 
 
Other (specify):      
	     


*BU IRB AE/UP reporting policy: http://www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=293&PageID=9923
Section 8: EMERGENCY ACTIONS 

	8a. 
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.  You may reference protocol page numbers where this process is described in lieu of re-writing the process here.
     

	8b. 
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 pre-determined conditions/events that would cause the entire study to be stopped or suspended.)  You may reference protocol page numbers where stopping rules are described in lieu of re-writing them below.
     


Section 9: STATEMENTS OF COMPLIANCE
	In addition to the plan stated above, the study PI and investigator team agree to comply with the following as part of the project’s GCRC DSMP:

	1) The investigator will implement only IRB/GAC approved protocols in the GCRC and will abide by the recommendations of the GCRC Advisory Committee.

	2) The investigator will notify the GCRC Nurse Manager of amendments to the protocol or informed consent pertinent to the GCRC nursing unit’s participation in this study.

	3) Investigators are in compliance with the BU’s “Policy on Investigator’s Conflicts of Interest” and have completed appropriate forms.   http://www.bu.edu/handbook/policies/ethics/conflict.html 

	4) Protocol and ICF amendments, protocol deviations, DSMB summary reports, UP reports and Progress Reports will be submitted to the GCRC RSA via INSPIR or directly (if using WIRB).

	5) To assist the GCRC’s Research Subject Advocate in assuring compliance with the IRB approved protocol and research subject safety, the RSA may also review/monitor your IRB and GAC application, Progress Reports, UP submissions, Protocol Deviations, Drug accountability, Informed Consent Forms (ICF) and process, enrollment, research data, and/or other material that may be relevant to protocol compliance and research participant safety or advocacy.

	6) All key personnel on a study and anyone who has contact with research participants and/or their data must have up-to-date certification that they have been trained in the protection of human research participants.  This certification can be accomplished either by attending the IRB’s on-site training seminar (call IRB secretary at 617-414-1330) or by completing the NIH's online course and quiz http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp.  For additional re-certification information, refer to http://www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=293&PageID=10115.  For a list of BUMC investigators and their training dates, refer to: https://dcc2.bumc.bu.edu/ocr/nihcertification.aspx.  

	7) The investigator agrees that data for this research study will be maintained securely with minimal access and comply with applicable policy and regulations for retention and destruction of records (for more information, please refer to 21 CFR part 11; 21 CFR 312.62 (drugs), 21 CFR 812.140 (devices), ICH Good Clinical Practice Guidelines – Part 4.9 Records and Reports; 45 CFR 46.115(b); 45 CFR 74.5).


	As PI of the research study described in this DSMP, I endorse the information and statements in this DSMP form as the Data and Safety Monitoring Plan.  I am responsible for its implementation by all members of my research team.  I agree to notify the RSA and amend this document if any of the information provided in this DSMP is changed.  

	Investigator signature*:
	     
	Date:
	     

	RSA review signature+:
	     

	Date:
	     

	GAC approval signature#:
	     

	Date:
	     


* 
This DSMP should be signed by the study PI and the signed version should be attached to Section S of INSPIR.

+ 
The RSA review signature above does not denote GCRC Advisory Committee (GAC) approval.  It is not required prior to submission to the IRB.

# 
Once the study and DSMP are approved by the GAC, the DSMP will be signed again as “GAC-approved.”  This approved version should be attached to INSPIR or submitted to WIRB at that time.

BUMC GCRC DSMP Template p. 1 of  8
BUMC GCRC DSMP Template p. 8 of  8

