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Applications to IRC are in two parts.  The checklists (4.10) on our web site will help you.

Forms numbered 4.10 to 4.19 all concern the study and its requirements.  

Forms numbered 4.20 to 4.29 all concern the investigator and the site. 

	A.  Review Process Requested
	 FORMCHECKBOX 
 Full Board or   FORMCHECKBOX 
 Expedited review (Also complete form 4.13A)


	B.  Identification

	B.1. 
Study Title

	Protocol Number 
	     
	Protocol Date      

	Protocol Title
	     


	IRC’s client is 

     
 FORMCHECKBOX 
  Sponsor   

 FORMCHECKBOX 
  Federal agency

 FORMCHECKBOX 
  Investigator  
 FORMCHECKBOX 
 Contract Research Organization 
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	An indemnification form covering this study is on file at the IRC business office

	
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	There is and will be insurance to back it, 

	
	Who is responsible for the IRC invoices?
	     


	B.2. Investigator:   FORMCHECKBOX 
 none included with this submission

	Investigator
	     
	Title
	     

	Agency
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	e-mail
	     

	State Zip
	     
	


	B.3. Sponsor 

	Contact person
	     
	Title
	     

	Business name
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	e-mail
	     

	State Zip
	     
	
	


	B.4. The Team  Who is involved in this study?  If may be helpful to attach a directory of key groups or people.

	 FORMCHECKBOX 
Sponsor
 FORMCHECKBOX 
 Biostatistician 
 FORMCHECKBOX 
 Recruitment/call center
 FORMCHECKBOX 
 Contract Research Org 
 FORMCHECKBOX 
 Regulatory consultant   or      


THE FOLLOWING INFORMATION IS SUMMARY ONLY.

IT DOES NOT REPLACE A WELL WRITTEN PROTOCOL.

	C.  The Study


	Why


What is the primary goal of this study?  What new information might it yield?
	     

	Design
	 FORMCHECKBOX 
  Observation
Blinded:   FORMCHECKBOX 
 No,  FORMCHECKBOX 
 Single blind,  FORMCHECKBOX 
 Double blind

Phase     FORMCHECKBOX 
 I,  FORMCHECKBOX 
, 2,  FORMCHECKBOX 
 3,  FORMCHECKBOX 
  4

Other       

	Drug  If involved, complete Form 4.13C
	 FORMCHECKBOX 
  None or 

Name(s)      

	Device If involved, complete Form 4.13B
	 FORMCHECKBOX 
  None or 

Name(s)      

	Registration


Clinical trial web registration 


	 FORMCHECKBOX 
 No, the study won’t be registered because:      
 FORMCHECKBOX 
 Yes, the study will be registered on this web site(s):      


	Review


Has there been any prior independent review of scientific merit?  Please explain. The board may request help from a consultant.  (see fee schedule)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No If yes, please explain:       

	DSMB


Is there a data monitoring group?  If yes, identify it.  If no, explain how data will be monitored for safety.


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No,      

	What?


What will happen to subjects (e.g. procedures, randomization) that would not happen if they refused?
	     

	Where?


Where will procedures take place in terms of type of facility (check each that applies)
	 FORMCHECKBOX 
 private practice    FORMCHECKBOX 
 hospital    FORMCHECKBOX 
 classroom 

 FORMCHECKBOX 
 other:      


	History


Are there other IRBs involved?


Has this study been withdrawn from or disapproved by any other IRB?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No        



	D.  The Subjects

	Who?  What attributes make a person eligible to be in this study.
	     

	Inclusion List the major eligibility criteria 


	     

	Exclusions – Check any that apply


	 FORMCHECKBOX 
 Gender
 FORMCHECKBOX 
 Race
 FORMCHECKBOX 
 Sexual orientation 

 FORMCHECKBOX 
 Ethnicity, 
 FORMCHECKBOX 
 Religion 
 FORMCHECKBOX 
 English fluency


 FORMCHECKBOX 
 Immigration status

	Vulnerable: Check those that apply


	 FORMCHECKBOX 
  Employees  - Use form 4.16A 

 FORMCHECKBOX 
  Children      - Use form 4.16D 

 FORMCHECKBOX 
  Prisoners    - Use form 4.16C 

 FORMCHECKBOX 
  Pregnant women - Use form 4.16B

 FORMCHECKBOX 
  People with limited options due to lack of viable choice or resources

 FORMCHECKBOX 
  People with limited decision-making capacity due to 


 FORMCHECKBOX 
 literacy, 
 FORMCHECKBOX 
 trauma - mental

 FORMCHECKBOX 
 mental ability 


 FORMCHECKBOX 
 education
 FORMCHECKBOX 
 declining health or age
 FORMCHECKBOX 
 mental health

	Numbers
	Screening goal in order to make the recruitment goal

Recruitment goal in order to yield the completion goal

Completion goal  (This is the total authorized number for this study.)
	     
     
     

	Recruiting: How or where will a potential subject find the study?
	 FORMCHECKBOX 
  Private practice,  FORMCHECKBOX 
  print ads,  FORMCHECKBOX 
  radio or TV ads, 

 FORMCHECKBOX 
  flyers, posters, brochures,  FORMCHECKBOX 
  e-mail,  FORMCHECKBOX 
  networking and “snowball” 

 FORMCHECKBOX 
  referrals,  FORMCHECKBOX 
  a call center

 FORMCHECKBOX 
 Other       


	E.  Responsibilities

	Reporting
	Who is responsible for reporting to the IRB about:

1.  Unanticipated Problems
 FORMCHECKBOX 
 Investigator, 
 FORMCHECKBOX 
 Sponsor, 
 FORMCHECKBOX 
Other

2.  Non-compliance
 FORMCHECKBOX 
 Investigator, 
 FORMCHECKBOX 
 Sponsor, 
 FORMCHECKBOX 
Other

3.  Suspension or termination    FORMCHECKBOX 
 Investigator, 
 FORMCHECKBOX 
 Sponsor, 
 FORMCHECKBOX 
Other

4.      

	Multi-site?

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
	What is the lead site?   Where will consent documents be stored? 
	


	Injury
	Attach any sponsor or contract policies about compensation for injury and person to call for information.


	F.  Attachments:  List the attached documents identifying them by version or date.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Submission Cover letter:  

	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Protocol:  

	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Consent documents:
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Case Report Forms (for infor-mation but not approval)
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Advertisements and recruitment material, phone call-in script
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Investigator application 4.20 for first investigator:
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	For a multi-site study, have each investigator submit a personal form 4.20 and attachments
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	List any other documents attached.
	     


	G.  
Principal Investigator Signature and Assertions

	
This form may be completed by a sponsor or the CRO of a multi-site study or by a single site investigator.  This is about the study protocol and is combined with a second form for the investigator and the local conditions.

	 FORMCHECKBOX 
  I am signing as a representative of the Sponsor or CRO submitting on behalf of one or more sites.

· I assure we will notify IRC of any substantive problems found during site monitoring.

· I assure we will notify IRC of any unanticipated data monitoring results.

· I will communicate any issues or events about compensation for injury.
	 FORMCHECKBOX 
  I am signing as the Investigator Applicant.

· I am responsible for the conduct of the study.

· I will follow the protocol as approved and will apply for modification if needed.

· I will promptly report any 

•  any deviations from protocol affecting safety or validity, 

•  every serious or unusual and unanticipated adverse event or problem


•  the result of any study audit.

· I will conduct this work with protection of the rights and welfare of the participants as a core value.

	Signature
	Printed name
	Date
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