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April, 2022

APPLICATION FOR RESEARCH PROJECT



· Please note that all directions for completing this application have been italicized and highlighted for your convenience. Please delete prior to the submission of your application. 
· Do Not Change Formatting of application and/or forms.  

· Handwritten applications will not be accepted. 
· You should add space within the document as your needs dictate.
· If you are an SBH Health system employee you should use Only your SBH/UCHC email.
Date: ____________

TITLE OF PROPOSED PROJECT: ______________________________________________

I.  INVESTIGATORS: (Please note that the person listed first here will be considered the Principal Investigator (PI) for the purposes of this IRB.  The PI must be a member of the SBH Medical Staff (attending).  Residents and medical students are prohibited from being the PI.  Please add more lines as needed. Please sign at the end of the application.
	
	Name (with title)
	Staff Appointment
	Department
	E-mail

(for staff, use only your SBH/UCHC email)

	1. (PI)
	
	
	
	

	2. 
	
	
	
	

	3. 
	
	
	
	

	4. 
	
	
	
	

	5. 
	
	
	
	


II. RESEARCH TYPE(S):

	Observation Study (mark all that apply)
	Interventional Study

	​​​​___Case Series

___Cross Sectional

___Cohort

_​__Chart Review

___Literature Review

___Prospective

___Retrospective

___Others:_________________________
	___Controlled

___Uncontrolled

___Others:_________________________


III. SUBJECTS OF PROPOSED PROJECT:

1.  HUMANS _____ 
ANIMALS _____
BOTH_____

2.  The number of subjects that you expect to study. Please provide sample size calculation to justify the number of subjects needed for your study: __________

3. Participation of Women and Minorities:  Federal guidelines require that IRBs “monitor and encourage” the participation of women and minorities in clinical research protocols.  Please describe here the anticipated participation of women, racial and ethnic groups and non-English speaking populations.  If women and minorities are not to be included, a strong justification must be provided.

IV. FOR PROJECTS THAT WILL USE AN INVESTIGATIONAL DRUG OR DEVICE:

1. IND or IDE Number: _______________

2. Name of Exemption Holder: ____________________

V. PROJECTED DURATION OF RESEARCH: IRB approval is generally granted for one year.  Please indicate the proposed chronology of the project, and your anticipation of renewal.
VI. LOCATION OF RESEARCH: (List exact places (ambulatory sites etc.) that patients will be recruited, where any procedures will takes place, as well as where any lab tests will be done.
VII. OTHER LOCATIONS:If this is a multi-center trial, or has been previously conducted elsewhere, indicate the specifics of that information here.
VII. ESTIMATED ANNUAL BUDGET:


1.  Equipment/Supplies (itemize by category) (estimate resources to be used):
      2.  Lab/Treatment Costs (cost per test or treatment):
           

 Test

   

Cost

	
	

	
	

	
	



3. Source of Funding:

IX. POTENTIAL CONFLICT OF INTEREST:

If any of the investigators or the St. Barnabas Hospital have a proprietary interest in a drug, device or procedure under investigation, or might stand to benefit financially in any way from the results of the investigation, that information must be disclosed here)
X. CONFIDENTIALITY OF STUDY DATA:

Describe the procedures for safeguarding the confidentiality of the study data and the identity of study subjects.  Please note that all study data must be coded Hospital Unit numbers, Social Security numbers, subject initials, phone numbers and addresses are all considered to be personal identifiers, and should not be used as coding mechanisms. A unique code should be used for all study subjects.  Indicate the secure location where data will be stored and who will have access. 
XI. VULNERABLE CLASSES:

If any of the following vulnerable classes will be included in your study describe what additional safeguards you will put in place to assure the protection of their rights:

1. Persons under the age of eighteen

2. Pregnant women

3. Psychiatric patients

4. Prisoners

5. Persons who are institutionalized
6. Persons who cannot give informed consent. )

XII. ABSTRACT/INTRODUCTION:  What do you intend to do?  Why is the study important?  What has already been done?  How are you going to do the study?
XIII. BACKGROUND AND SIGNIFICANCE: Describe past studies and efforts in relation to this project (footnote where appropriate), critically evaluate existing knowledge and specifically identify gaps that the project is intended to fill.  State the importance of the research project by relating the specific aims to the broad, long-term objectives.
XIV. SPECIFIC AIMS/HYPOTHESIS:  State the broad, long-term objectives and describe realistically what the specific research project is intended to accomplish and/or what hypothesis is to be tested. State the hypothesis of the study.
XV. EXPERIMENTAL DESIGN AND METHODS:
Outline experimental design and procedures to be used to accomplish the specific aims of the project.
1. Data Collection:  Means by which data will be collected (i.e. data, records, etc.  Retrospective Prospective, number in study).  Will information be collected specifically for study or routine patient care? If a study questionnaire is to be used, please attach a copy.  If any handouts are to be given to a patient, those handouts should also be attached.
2. Patient Selection:  Characteristics of population – number, age, sex, ethnic background, health status, criteria for inclusion and exclusion in study.  Include a detailed list of exclusion criteria.
3. Subject recruitment: How and where will subjects be recruited? If any fliers or advertisements are to be used, they should be attached.
4. Potential Benefits: Provide a realistic summary of possible benefits to subjects who participate.
5. Potential risks: Physical, psychological, social, legal and assess their likelihood and seriousness.
6. Confidentiality of Study Data:  Describe procedures for protecting confidentiality and provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.
7. Compensation to Subjects: A statement as to whether the subject will be provided with any compensation for participations in the study.  Indicate the amount.
8. Statistical analysis:  Provide details as to how the data collected will be analyzed (statistical tests to be used) and interpreted.
LITERATURE CITATIONS: Please list the sources that you used in developing the background section of this application.  Previous studies on a similar topic should also be listed.
APPROVAL OF DEPARTMENT DIRECTOR/CHAIR:

DEPARTMENT

      

DIRECTOR/CHAIR         

          DATE

 _______________
       Sign:   _______________________
                     
                                          Print:   _______________________

DIRECTORS and/or CHAIRS APPROVAL SIGNATURE IS REQUIRED OF OTHER CONCERNED DEPARTMENTS THAT THIS STUDY WILL EFFECT)
Please check if the above is Not Applicable _____

DEPARTMENT

      

DIRECTOR/CHAIR          

          DATE

 _______________
       Sign:   _______________________
                     

                                         Print:   _______________________
Note:  By signing below, you acknowledge, understand and agree that all St. Barnabas Health System (hereinafter SBH) data is owned, solely by SBH and is not to be used, shared or exchanged, in any capacity,  with any other individual and/or entity outside of S
SIGNATURE OF PRINCIPAL INVESTIGATOR (PI):  

Sign:  ________________________
Print:  _______________________
SIGNATURE(S) OF OTHER INVESTIGATOR(S):     
Sign:  ________________________
Print: ________________________

Sign:  ________________________
Print: ________________________

Sign:  ________________________
Print: ________________________

​​​​​​​​​____​​​​​​​​​_____________________________________________​​​​​​​
Title of Study is Required on Signature Page(s)



IRB Project Number:    ____________


(For IRB Office Use Only)








IRB Project Number:    ____________


(For IRB Office Use Only)
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