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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

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Principal investigator Assurance form                                                                       (must be signed by PI)

	 FORMCHECKBOX 

	Conflict of interest form                                              (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
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