PROTOCOL SUMMARY FORM 

FOR NEW AND CONTINUING PROTOCOLS


Study #:      
Title:      
1. Provide a brief (200-250 word) summary of background information for physician/scientists:  
     
2. State purpose of study: 

     
3. Indicate number of subjects to be enrolled at this site:      
    Indicate total number of subjects to be enrolled, if multicenter study:      
4. Indicate the characteristics of study population:

(a) Gender: 
Males


yes FORMCHECKBOX 


no FORMCHECKBOX 



Females 

yes FORMCHECKBOX 


no FORMCHECKBOX 

(b) Age range: 


from     
to      
(c) Racial and Ethnic Groups:



Caucasian 


yes FORMCHECKBOX 


no FORMCHECKBOX 





Black



yes FORMCHECKBOX 


no FORMCHECKBOX 



Hispanic


yes FORMCHECKBOX 


no FORMCHECKBOX 



American Indian

yes FORMCHECKBOX 


no FORMCHECKBOX 



Alaskan Native

yes FORMCHECKBOX 


no FORMCHECKBOX 



Asian/Pacific Islander

yes FORMCHECKBOX 


no FORMCHECKBOX 



Other (specify) ______________
(d) Justify any exclusion of specific gender, age, and racial or ethnic groups:      
5. State inclusion criteria for enrollment in study:      
6. State exclusion criteria for enrollment in study:      
7.  Will vulnerable subjects be enrolled in this study? 
  

yes FORMCHECKBOX 


no FORMCHECKBOX 

(a) Individuals with diminished mental capacity 


yes FORMCHECKBOX 


no FORMCHECKBOX 

(b) children





  

yes FORMCHECKBOX 


no FORMCHECKBOX 

(c) pregnant women




 

yes FORMCHECKBOX 


no FORMCHECKBOX 

(d) fetuses 





 

yes FORMCHECKBOX 


no FORMCHECKBOX 

(e) economically or educationally disadvantaged persons  

yes FORMCHECKBOX 


no FORMCHECKBOX 

(f) prisoners





  

yes FORMCHECKBOX 


no FORMCHECKBOX 

8. If vulnerable subjects are to be enrolled, describe the special precautions that will be taken to ensure that consent is freely given and that the rights and welfare of the subjects are protected:       
9. If the study involves children, will a Certification of Assent form be used to document that assent was freely given without coercion? 



yes FORMCHECKBOX 


no FORMCHECKBOX 

If no, indicate how assent will be documented: 
     
10. Indicate where and how research data will be stored to ensure confidentiality: 
     
11. Will data (e.g. records, samples, specimens, databases, surveys, etc.) be obtained with identifiers that can be directly or indirectly linked back to the subjects?
yes FORMCHECKBOX 


no FORMCHECKBOX 

Please explain if necessary:      
12. Will data (e.g. records, samples, specimens, databases, surveys, etc.) be stored with identifiers that can be directly or indirectly linked back to the subjects?  
yes FORMCHECKBOX 


no FORMCHECKBOX 

Please explain if necessary:      
13. Indicate who will have access to information about the subjects that is identifiable: 
     
14. Indicate how potential subjects will be identified and recruited for participation in the study:      
15. Indicate when and where consent will be obtained:

     
16. Indicate how you will determine whether the subjects (or their surrogates) understand the information that was provided in the consent document:

     
17.  Will the study include medical record review (hard copy of record or via computer)?  

yes FORMCHECKBOX 


no FORMCHECKBOX 

If yes, list those individuals (e.g. co-investigators, fellows, research nurses, research coordinators, pharmaceutical company protocol monitors, etc.) who require access to the record:

Name


Title


Department

Institution/Company
     


     


     


     
18. Summarize, in a narrative what actually will be done to the subjects during their participation in the study.  Make certain that the following are included:

(a) a clear description of what is being done for research purposes and what is being done as part of standard clinical care;

     
(b) a list of tests and procedures that will be performed for research purposes (e.g. blood tests, urine tests, cultures, interviews, questionnaires, surgical procedures, cardiac catheterization, pulmonary function tests, X-rays, scans, etc);

     
(c) a brief description of the analyses that will be performed on the biologic or non-biologic (i.e. questionnaires) samples collected;

     
(d) a list of investigational drugs that will administered and indicate for each whether there is an IND or there is an application to the FDA for an IND;

     
(e) a list of investigational devices that will be used, indicate if they are classified as significant risk (SR) or non-significant risk (NSR) devices and whether there is an IDE or there is an application to the FDA for an IDE if the device is SR; 

     
(f) a statement that defines who will be financially responsible for the costs associated with participation in the study (e.g. examinations, procedures, drugs, devices, etc.) and a statement that  defines what will be provided without cost to the subjects;

     
(g) your assessment of whether the research involves any physical, psychological, social and/or economic risk(s) and the magnitude of the risk(s);

     
(h) your assessment of the risk/benefit ratio of the research.
     
19.  Please indicate what kind of Data and Safety Monitoring Plan will be in place for this research study:

 FORMCHECKBOX 
  Minimum Mount Sinai DSMP (see DSMP Guidance for details)

 FORMCHECKBOX 
  Customized DSMP (please attach completed DSMP form)

Please note: regulatory monitoring (a sponsor’s representative visiting your site to monitor the data accuracy, completeness, and compliance with GCP) is not synonymous with a complete data and safety monitoring plan.  While regulatory monitoring may be a component of a monitoring plan, it does not fulfill the entire requirement for data monitoring or monitoring of subject safety and well-being.   Please consider this as you are responding to this question and filling out your DSMP form, as appropriate.
20. Does the principal investigator or any of the co-investigators have a potential financial conflict of interest in relationship to this study?



yes FORMCHECKBOX 


no FORMCHECKBOX 

If yes, describe the nature of the potential conflict for each investigator:
     
21. Will research coordinators be employed for this study?


yes FORMCHECKBOX 


no FORMCHECKBOX 

a) How many coordinators will be employed for this study? 
                   
b) Will the coordinator(s) work full time on this one project?

yes FORMCHECKBOX 


no FORMCHECKBOX 

If no, indicate if the coordinator(s) will work on other projects and describe the time allocation (in hours/week) of each coordinator.
     




c) Provide the name(s) of the coordinator(s) (if known) and indicate the number of subjects each coordinator will follow in this study:        



 

d) If more than one coordinator will be employed for this study, indicate the name of the senior coordinator:      
e) Provide a contact telephone number for the senior coordinator:      
f) If the research coordinator(s) will work on other projects indicate the total number of other projects each coordinator will work on, the number of subjects they will follow in each protocol, provide the name of the PIs and the IRB numbers of other projects (e.g., GCO, JHL, etc.).  

     







g) Indicate if the individual(s) has prior experience as a research coordinator and briefly describe that experience.  Include completed course work and credentials. If none, indicate your plans to formally educate and train the individual as a research coordinator.

     
22. Will private medical/psychiatric information be requested (e.g. in questionnaires) about individuals other than those who are the subjects who are enrolled in the study (e.g. family members)?








yes FORMCHECKBOX 


no FORMCHECKBOX 

a) if yes, describe the topics that will be covered:       
b) for each topic indicate whether or not the questions would be considered part of a routine, complete medical history as would be obtained for standard clinical care:      
84
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