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INDEPENDENT REVIEW BOARD




2111 West Braker Lane, Suite 400, Austin, TX 78758  TEL: 512-380-1244 FAX: 512-382-8902 EMAIL: rcrc@rcrc-irb.com
SPONSOR:       

PROTOCOL #:       
PRINCIPAL INVESTIGATOR:​​​​​​​​​​​​​​​​​​​​​​       
A. SUBMISSION INFORMATION:
	1.
	This request is for:
	 FORMCHECKBOX 
 Change in site address/location (Complete section B, D, F & G)
 FORMCHECKBOX 
 Removing a site address (Complete section B & G)
 FORMCHECKBOX 
 Adding a new site (Complete section C, D, E, F & G)

	2.
	Investigational DRUG studies only:
	 FORMCHECKBOX 
 A copy of the revised Form FDA 1572 is attached.


B. CHANGE IN OR REMOVING A RESEARCH SITE:
	Provide only the information that has changed or is being removed:

	1.
	Name of research site:
	     

	2.
	Site address (including City, State and Zip):
	     

	3.
	Site contact name:
	     

	4.
	Site contact phone number:
	     

	5.
	Site contact E-mail address: 
	     

	6.
	Site Fax number:
	     

	7.
	Site 24 hour phone number for participants:
	     


C. ADDITIONAL RESEARCH SITE INFORMATION:

	Provide information for the additional or new research site where some or all research procedures will be performed (as listed in box 3 of Form FDA 1572, if applicable). All research sites should be listed on your site specific informed consent document. Please complete this section for each site being submitted.

	1.
	Name of Additional Site:
	     

	2.
	Site Address (including City, State and Zip):
	     


SPONSOR:  REF sponsor

PROTOCOL #:  REF protocol
PRINCIPAL INVESTIGATOR:​​​​​​​​​​​​​​​​​​​​​​  REF pi
D. REQUIRED SAFETY AND EMERGENCY MEDICAL EQUIPMENT, PSYCHOLOGICAL RESOURCES, COMMUNITY ATTITUDES, DRUG/DEVICE STORAGE AND HANDLING AND TRANSFER/DESIGNATION OF IRB:
	Depending on the nature of the study, RCRC may require that safety (rescue) equipment be available at the site where an investigational drug or product is administered and/or investigational procedures are performed. 

	1.
	If you believe this section does not apply to your research because of the types of procedures performed, please provide your rationale below:

     

	2.
	List all procedures to be done at this site, such as recruitment, study procedures (specify procedures), etc.:
     

	3.
	Check all emergency or safety equipment currently available at this site to treat life-threatening allergic reactions:

 FORMCHECKBOX 
 Anaphylactic shock kit                                          

 FORMCHECKBOX 
 CPR Trained Personnel

 FORMCHECKBOX 
 Full Crash Cart 

 FORMCHECKBOX 
 Other (describe):       

	4.
	Describe your plan for treating medical emergencies or providing psychological support that may be needed as a result of research procedures:

     

	5.
	For studies enrolling children: Is the research site equipped to handle pediatric emergencies?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes    
 FORMCHECKBOX 
  N/A

	6.
	Describe the general attitudes of the additional or new community.

     

	7.
	Drug/Device Storage and Handling:    FORMCHECKBOX 
  N/A – this study does not involve any drug or device

If the study involves drug(s) or device(s), which of the following measures will be followed?  

Check all that apply.

 FORMCHECKBOX 
  All drugs/devices will be stored appropriately in a secure area 
 FORMCHECKBOX 
 pharmacy or central area

 FORMCHECKBOX 
 locked storage unit, cabinet or office

 FORMCHECKBOX 
 Other:  
 FORMCHECKBOX 
  Access to the drug(s)/devices(s) will be limited to authorized research personnel

 FORMCHECKBOX 
 use of log indicating authorized personnel for controlled access

 FORMCHECKBOX 
 Other: 
 FORMCHECKBOX 
  Accountability records will be adequately recorded and maintained

 FORMCHECKBOX 
  Who is responsible for dispensing the drug/device? 

 FORMCHECKBOX 
 Investigator

 FORMCHECKBOX 
 Pharmacy personnel

 FORMCHECKBOX 
 Other:  
When appropriate, describe additional plans for the secure storage, handling and dispensing of drug(s) or device(s): 
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	IRB JURISDICTION OR   FORMCHECKBOX 
 N/A (This section is N/A if your site is a private practice or private clinic).  
Complete this section for each research site affiliated with an institution, e.g., hospital or university.

	1.
	Is the new research site (hospital or university) under the jurisdiction of a local IRB?
	 FORMCHECKBOX 
  No (Please provide the Institutional Official’s signature below)
 FORMCHECKBOX 
  Yes (Please provide the IRB Chair’s signature below)

	Institutional Official or Designee:
I validate that this Institution does not have an IRB and that RCRC may serve as the IRB of record for this research.

Name of Institution:       
Printed Name:        

Title:       
Signature:







Date: 




	IRB Chair or Designee:

I am aware that study-related procedures for the above referenced research will be conducted at our institution, and I hereby defer authority to RCRC IRB to serve as the IRB of record for this research.
Name of Institution:        
Printed Name:       
Title:       
Signature:







Date: 
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E. VULNERABLE POPULATIONS:
	Provide information for the additional or new research site where some or all research procedures will be performed (as listed in box 3 of Form FDA 1572, if applicable). All research sites should be listed on your site specific informed consent document.  Please complete this page for each site being submitted.

	1.
	Please indicate all vulnerable populations for which you are requesting approval. IRB approval is required for the enrollment of vulnerable populations. If you decide to enroll persons from any of these categories at a later time, you may request IRB approval at that time.
If any of these boxes are checked you must attach a description of the additional safeguards in place to protect the rights and welfare of these participants.
 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Children (defined as individuals who have not reached the legal age under State law to consent to the treatments or procedures in this research)
 FORMCHECKBOX 
 Children who are wards of State
 FORMCHECKBOX 
 Pregnant women
 FORMCHECKBOX 
 Non-English speaking
 FORMCHECKBOX 
 Adults who do not read or write
 FORMCHECKBOX 
 Patients in nursing homes
 FORMCHECKBOX 
 Educationally disadvantaged 

 FORMCHECKBOX 
 Economically disadvantaged
 FORMCHECKBOX 
 Employees, family members of the Principal Investigator or Sponsor 

 FORMCHECKBOX 
 Students of the university or the Principal Investigator participating in this research     

 FORMCHECKBOX 
 Other:       

	If any of the above vulnerable populations have been identified, please provide your justification for including these populations into this study:  
     


F. NON-ENGLISH SPEAKING PARTICIPANTS or  FORMCHECKBOX 
 N/A:

	NOTE: If you are a PI participating in Multi-Site research for which RCRC serves as the Central IRB, please provide written documentation of approval for translation from the Sponsor/Sponsor Representative and complete this section.
If Non-English speaking participants are being newly enrolled please complete the following translation request section:

Who will be responsible for providing the translation? 

If RCRC will be responsible for providing the translation;

What documents would you like translated? 

What language would you like them translated into?  

Do you require a quote before proceeding with the translation?

Do you require back-translation? 
	 FORMCHECKBOX 
 RCRC

 FORMCHECKBOX 
 PI
 FORMCHECKBOX 
 Consent Forms   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Materials
Language:      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
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G. PRINCIPAL INVESTIGATOR ATTESTATION STATEMENT:

	I attest that the above information is true and accurate, and declare my continued commitment to conduct this research in accordance with the original conditions of approval of RCRC.

Signature of Principal Investigator:  






   Date: 



 


FOR RCRC USE ONLY:

EXPEDITED REVIEW AND DETERMINATION: 

	Criteria for Expedited Approval (submission must meet the criteria below to qualify for expedited review):

 FORMCHECKBOX 
 If a site is being removed, all other sites have the resources to conduct the research as initially approved by the Full Board or as appropriate
 FORMCHECKBOX 
 The new site has the required resources to conduct the research as appropriate
 FORMCHECKBOX 
 There are no vulnerable populations being enrolled at this site which have not been previously approved for this Investigator and study.
Action Taken by Expedited Reviewer:

 FORMCHECKBOX 
 Approved     FORMCHECKBOX 
Defer to Full Board 
Does this modification require re-consenting?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
  My review of this item represents that I have no conflicting interests with the Sponsor, Investigator, or Protocol.
Printed name of Reviewer (Chair or Designee): 









Signature of Reviewer (Chair or Designee):





 
Date: 


 


FULL BOARD REVIEW AND DETERMINATION: 

	Action Taken by Full Board:

 FORMCHECKBOX 
 Approved     FORMCHECKBOX 
Tabled     FORMCHECKBOX 
 Disapproved  
Does this modification require re-consenting?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A
Printed name of Reviewer (Chair or Designee): 









Signature of Reviewer (Chair or Designee):





 Meeting Date: 
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