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New Study Submittal Application
Sponsor / CRO
	Section (A) General Information

	Sponsor:
	     
	
	Protocol No.:
	     

	CRO:
	     

	Name of Contact Person at Site:
	     

	Address:
	     

	City:
	     
	State: 
	  
	Zip:
	     

	Business Phone:
	(General office hours)
	E-mail:
	     

	
	(   )   -    
	
	

	Fax:
	(   )   -    
	
	

	

	Section (B) Communication with BIOMED IRB Office

	Who will be the primary contact between Biomed IRB and the investigator? 

(If the contact is different than listed in Section (A) please provide the name and address below.)

	 FORMCHECKBOX 
 Contact Person, as listed in Section (A) 
(go to Section C)

	 FORMCHECKBOX 
 Site Management Organization (SMO)

	 FORMCHECKBOX 
 Other Representative not listed in Section (A)

	Contact Name:
	     

	Mailing Address:
	     

	City:
	     
	State: 
	  
	Zip:
	     

	Phone:
	(   )   -    
	Fax:
	(   )   -    

	E-mail:
	     

	

	Section (C) Instructions for Mail Delivery and Billing

	  Mailing Instructions (First Class US Mail will deliver all documentation unless otherwise instructed) 

	Please indicate if you prefer overnight courier services
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No 

	Service Name: 
	     
	  Account Number:
	     

	 Reference Number:
	     
	

	Billing (Please provide the correct name and address of the person who will be responsible for payment of the IRB’s services.)

	Billing Contact Name: 
	     

	Billing Address: 
	     

	City: 
	     
	State:
	  
	Zip: 
	     

	Phone:
	 (   )   -    
	Fax: 
	 (   )   -    

	If there are any changes to the above please email to: mailbox@biomedirb.com

	Send payment and copy of invoice to: Biomed IRB ( 2525 Camino Del Rio South Suite 300 ( San Diego, CA 92108

	

	

	Section (D) Research Specific Information

	
	1
	Has this study been previously submitted and/ or disapproved by any other IRB?

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	2
	Do you have a recruitment plan for this study?      FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	   
	
	 FORMCHECKBOX 
 Private Practice

 FORMCHECKBOX 
 Newspaper

 FORMCHECKBOX 
 Poster

 FORMCHECKBOX 
 Radio

 FORMCHECKBOX 
 Brochure
	 FORMCHECKBOX 
 Referrals

 FORMCHECKBOX 
 Letter

 FORMCHECKBOX 
 Web site

 FORMCHECKBOX 
 TV

 FORMCHECKBOX 
 Other      


	
	3
	Will this study recruit participants from vulnerable populations? 
	

	
	
	 FORMCHECKBOX 
 Yes

	 FORMCHECKBOX 
 No

	   
	
	If yes, indicate all applicable categories
	

	
	
	 FORMCHECKBOX 
 Minors (anyone under the age of majority in your state)

 FORMCHECKBOX 
 Prisoners

 FORMCHECKBOX 
 Pregnant Women / Fetuses

 FORMCHECKBOX 
 Mentally Disadvantaged or Disabled

 FORMCHECKBOX 
 Mentally Ill 

 FORMCHECKBOX 
 Cognitively Impaired 

 FORMCHECKBOX 
 Handicapped Persons

 FORMCHECKBOX 
 Non-English Speaking

 FORMCHECKBOX 
 Refugees

        FORMCHECKBOX 
 Terminal Illness
	 FORMCHECKBOX 
 Economically Disadvantaged

 FORMCHECKBOX 
 Educationally Disadvantaged

 FORMCHECKBOX 
 Limited or non-readers / illiterate

 FORMCHECKBOX 
 Life Threatening Illness (traumatized,  

      comatose, or emergency situationsl)

 FORMCHECKBOX 
 Nursing Home Residents / Institutionalized 

      Persons

 FORMCHECKBOX 
 Students of PI, Institution or Study Staff

 FORMCHECKBOX 
 Students in their own educational setting

 FORMCHECKBOX 
 Employees or immediate family of the 

      Institution, clinical practice

        FORMCHECKBOX 
 Others: 

	
	
	
	     

	
	
	     

	

	Section (E) Protocol Information 

	
	1
	Study Title: 
     

	
	2
	Protocol Number Date:      
	

	
	3
	Is this a social science or behavioral research study?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No

	
	4
	Has this protocol been disapproved or terminated by another IRB prior to this submission?

(If yes, attach letters from the IRB/IBC regarding their actions.)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No

	
	5
	Does this study have a DSMB (Data Safety Monitoring Board)? Or Internal Safety Committee
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A

	
	6
	If no to number 5, will there be a Medical Monitor for this study?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A

	
	
	
	
	


	

	

	Section (F) Drug/Biologic Studies

	
	1
	Does this study involve a radioactive drug?

If yes, has the study been approved by a Radioactive Drug Research Committee?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A

	
	2
	For drug studies, did the sponsor file an Investigational New Drug (IND) Application with the FDA? Date filed:      
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A



	
	
	Note, no study activity can start until 30 days after filing or if FDA does not approve filing. 

IND Number:      

	
	3
	If an IND number is not available, please attach an explanation.

	
	4
	 FORMCHECKBOX 
 Phase I
	 FORMCHECKBOX 
 Phase II
	 FORMCHECKBOX 
 Phase III
	 FORMCHECKBOX 
 Phase IV
	Other:          

	
	
	
	
	

	Section (G) Device Studies

	
	1
	For device studies, has an IDE been filed with the FDA?

IDE Number:     
Attach IDE Letter(s) from FDA.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A

	
	2
	If an IDE was not filed, submit a letter stating that the study is a non-significant risk device study or a letter from the sponsor explaining why the study is exempt from IDE Requirements under 21 CFR 812.2(c).   

	

	
	
	
	

	Biomed IRB Submittal Checklist

	   The following information must be included with your completed application six (6) business days prior to the meeting date to be  
   placed on the agenda:

	
	 FORMCHECKBOX 
  Protocol

	
	 FORMCHECKBOX 
  Investigator’s Brochure (IND Studies)

	
	 FORMCHECKBOX 
  Package Insert (FDA approved drugs)

	
	 FORMCHECKBOX 
  Sample Informed Consent (Word format on diskette/ electronic)

	
	 FORMCHECKBOX 
  Other Pertinent Documentation Regarding This Study

	
	
	
	
	

	     
	
	(   )   -    
	
	     

	Form Completed by
	
	Telephone Number
	
	Date








	2525 Camino del Rio South
	Phone:  (619) 282-9997

	Suite 300
	Fax:   (619) 282-9998

	San Diego, CA 92108
	E-mail:  mailbox@biomedirb.com
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