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	FORM: Application for New Proposal of Human Research


	Protocol Name:
	     

	Principal Investigator:
	     

	Primary Contact Name: 
	     
	Contact Info:
	     

	Date:
	     

	Study Number(s):
	     

	A. Elements of the Research (Does the research involve any of the following?)

	 FORMCHECKBOX 
 No     
	 FORMCHECKBOX 
 Yes
	Use of any external (non-JHL) facilities or sites under the responsibility of the Principal Investigator/research team.   If so, please indicate other sites/facilities and whether external IRB approval will be obtained:      

	 FORMCHECKBOX 
 No     
	 FORMCHECKBOX 
 Yes
	Use of drugs or biologics other than the use of approved drugs/biologics in the course of medical practice, OR
Use of a device to evaluate its safety or effectiveness, OR

Use of a Humanitarian Use Device (HUD) to evaluate its safety or effectiveness.
If so, please stop and contact the JHL IRB Secretary before completing any paperwork

	B. Funding Sources (add additional as necessary)

	Name of Funding Source
	Grant (or other) ID number(if applicable)

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	C. Documents to Include

	 FORMCHECKBOX 

	Memo to irb introducing study and providing any other additional information

	 FORMCHECKBOX 

	Protocol Summary Template

	 FORMCHECKBOX 

	Consent/HIPAA Documents

	
	 FORMCHECKBOX 
 Consent/HIPAA Form(s) and, if applicable, any scripts
	 FORMCHECKBOX 
 FORMCHECKBOX 

 FORMCHECKBOX 

	REQUESTing waiver(s) of:

 informed CONSENT
SIGNED CONSENT
HIPAA AUTHORIZATION

	 FORMCHECKBOX 

	Recruitment Flyer(s)/Letter(s)/Email(s)/Script(s), etc.

	 FORMCHECKBOX 

	Data Collection Instruments (e.g., Interview, Questionnaire(s), etc.)

	 FORMCHECKBOX 

	Financial Statement Form  (p. 5)

	 FORMCHECKBOX 

	IRB Training Certificates for all Research personnel     (if not already on file with the jhl irb)

	 FORMCHECKBOX 

	Principal investigator Assurance  (p. 4)                                                                        (must be signed by PI)

	 FORMCHECKBOX 

	Conflict of interest form  (p. 3)                                   (must be signed by PI &, if applicable, any co-I’s)

	 FORMCHECKBOX 

	Complete Sponsor Protocol/grant proposal                                                                           (ifapplicable)

	 FORMCHECKBOX 

	Current product info. for medical device being evaluated                                              (if applicable)

	additional documents for external researchers:

	 FORMCHECKBOX 

	Pre-recruitment and liaison forms                                      (required & must be signed by all parties)

	 FORMCHECKBOX 

	LETTER FROM COOPERATING AGENCY or IRB APPROVAL FROM ANOTHER INSTITUTION           (if applicable)

	PERSONNEL: Names of all personnel involved in design, conduct, or reporting of research 
(Make copies of this page or add additional lines as needed)

	Name
	Primary Department 
	Role in the research 

(e.g. co-investigator, research coordinator, statistician, etc.)
	Involved in interpersonal contact communication with subjects, or access to private identifiable data? 
	Involved in consent process?
	Fulfilled all IRB education requirements** (IRB USE ONLY)

	
	
	
	
	
	CITI Training
	HIPAA
	Data Security

	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*Refer to JHL IRB website for Educational Requirement details

	F. Principal Investigator Acknowledgement

	I agree to conduct this Human Research in accordance with applicable regulations and the organization’s policies and procedures.

	Principal Investigator Signature
	Date

	
	     


Disclosure of Conflicts of Interest in Research

Project Name:               Date      
Funding Source:      
Investigator Name:      
Investigator Name:      
Investigator Name:      
Investigator Name:      
Investigator Name:      
Please sign one of the certifications below, as applicable.

“I hereby certify that I, members of my immediate family, and any other person who is responsible for the design, conduct, or reporting of this research project, have no Significant Financial Interest, as defined in the Jewish Home Lifecare policy, which could create a conflict of interest for the above-named research project. I also certify that if this changes (e.g., change in key personnel, etc.) in the future I will report this to the Jewish Home Lifecare IRB.”

Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
“I hereby disclose that I, members of my immediate family, or any other person who is responsible for the design, conduct, or reporting of this research project,, have a Significant Financial Interest in the outcome of the above named research project due to: [Please describe]

     ”

I understand that this potential conflict of interest may require mitigation to ensure the integrity of this project’s findings.  By making this disclosure, I consent to any appropriate mitigation strategies.

Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Signature: _________________________________   Date:__________________________
Principal Investigator Assurance

Jewish Home Lifecare requires a written assurance from the Principal Investigator(s) [PI(s)] prior to submitting an application to the PHS. Therefore, the Jewish Home must retain a unique signature and date for each submitted application. 

This assurance must be available to the sponsoring agency or other authorized HHS or Federal officials upon request.

If multiple PIs are proposed in an application, this assurance must be retained for all named PIs.
This certifies that I/we,      , will be acting as Principal Investigator(s) for the project entitled:      . I/we assure, by means of my/our signature(s), the following for the application for Federal funding being requested through a National Institutes of Health grant by Jewish Home Lifecare: 

1) The information submitted within the application is true, complete and accurate to the best of my/our knowledge; 

2) Any false, fictitious, or fraudulent statements or claims may subject me/us, as the PI(s), to criminal, civil, or administrative penalties; and 

3) I/we, as the PI(s), agree(s) to accept responsibility for the scientific conduct of the project and to provide the required progress reports if a grant is awarded as a result of the application. 

Signature: _______________________________________________

Date:__________________________

If more than one PI is proposed, the additional PI(s) can sign below. If you need more space, please complete a new form. 

Signature: _______________________________________________

Date:__________________________

Signature: _______________________________________________

Date:__________________________

IRB FINANCIAL STATEMENT

Instructions: Please complete Section A OR Section B by typing in the gray boxes. Print, sign the form, and return to the IRB Secretary. 
Title of Research Project:      
Principal Investigator:      
Co-Investigators:      


Section A

1. All aspects of the research study will be carried out by      . 

2. There are… 

 FORMCHECKBOX 
 No extra costs to Jewish Home Lifecare beyond the usual day to day activities. 

 FORMCHECKBOX 
 Extra costs to Jewish Home Lifecare that will be covered as an in-kind expense (see attached Budget Justification).
Signature:  __________________________________

Date:       
                               Principal Investigator



Section B

1. This research study will be carried out by      . 

2. Will any part of the study (e.g., pre-recruitment) be carried out by Jewish Home staff? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 

2A. If yes, please list the staff and their respective roles on the study: 


Name
Title, Department at JHL
Role on Study


     
     
     

     
     
     

     
     
     
2B. For each of the above staff please indicate the following: 

 FORMCHECKBOX 
 This/These cost(s) is/are covered by       (see attached documentation). 


 FORMCHECKBOX 
 This/These cost(s) will be covered as an in-kind expense at Jewish Home Lifecare.

Signature:  __________________________________

Date:       
Principal Investigator


The extra costs to Jewish Home Lifecare have been approved by the Finance Department. 

Budget approved by: __________________
_____________

Date:       
          Signature of Jewish Home Lifecare VP Finance
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