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INDEPENDENT REVIEW BOARD



                       



           INITIAL REVIEW (PROTOCOL)

2111 West Braker Lane, Suite 400, Austin, TX 78758   TEL: 512-380-1244   FAX: 512-382-8902   EMAIL: rcrc@rcrc-irb.com
If you require assistance answering any of the questions on this form,
please contact the RCRC Quality Unit at the number listed above.
Sponsor:         

Protocol #:       
A. ADMINISTRATIVE INFORMATION: 

	How did you learn of RCRC?

 FORMCHECKBOX 
 We are an existing client of RCRC
 FORMCHECKBOX 
 Sponsor/CRO recommendation
 FORMCHECKBOX 
 Tradeshow

 FORMCHECKBOX 
 Industry Publication


 FORMCHECKBOX 
 Internet/Website



 FORMCHECKBOX 
 Other:      

	Sponsor Contact Information:

	1.
	Name of Sponsor Contact:
	     

	2.
	Sponsor Name:
	     

	3.
	Telephone:
	     

	4.
	E-mail:
	     

	Provide the Primary Contact Information for all phone calls and correspondence:

	5.
	Primary Contact:
	 FORMCHECKBOX 
 Sponsor            FORMCHECKBOX 
 CRO           FORMCHECKBOX 
 Other:      

	6.
	Name of Primary Contact: 
	     

	7.
	Name of Company:
	     

	8.
	Name of Project Manager, if different than the Primary Contact:
	     

	9.
	Address (including City, State and Zip):
	     

	10.
	Telephone:
	     

	11.
	Fax:
	     

	12.
	E-mail address (please include email addresses for additional study contacts, as needed):
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	Provide the Accounts Payable contact information OR   FORMCHECKBOX 
 Check if same as Primary Contact provided above.

	13.
	Name of  Accounts Payable Contact:
	     

	14.
	Name of Company:
	     

	15.
	Address (including City, State and Zip):
	     

	16.
	Telephone:
	     

	17.
	Fax:
	     

	18.
	E-mail:
(All invoices will be sent via email)
	     


B. DOCUMENT DISTRIBUTION – RCRC will distribute all documents via GlobeSync™, unless otherwise indicated:

	GlobeSync™ - RCRC is pleased to offer GlobeSync™ web-portal technology to our clients providing real-time access to study documents which will serve as an on-line document repository for study duration.  

	Please identify individuals below that you authorize to have 24-hour password-protected access and an account will be set up for each.  RCRC staff will send an email notification to the individuals below when a document is posted on the portal.  This notification will include a link to the secure site to allow access to the approved documents.  If you require more contacts than the space below allows, please send additional contact information in a separate attachment.

	Name
	Email Address

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	 FORMCHECKBOX 
 Please check here if GlobeSync™ is not feasible for you. Please provide an email address in Section A for document distribution.


C. REgulatory Agency:   
	1.
	Indicate the federal agency responsible for regulatory oversight of this research:

 FORMCHECKBOX 
  None (please attach a rationale for why the research is not subject to federal oversight)

 FORMCHECKBOX 
  FDA (skip to Section D)   
 FORMCHECKBOX 
  DHHS (conducted or supported by a federal agency or conducted under a FWA)

If DHHS, please provide the following:

 FORMCHECKBOX 
 a copy of the grant (if your company holds the grant)

 FORMCHECKBOX 
 a copy of the DHHS approved protocol/study plan, if available

 FORMCHECKBOX 
 a copy of the DHHS approved informed consent document, if available
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	2.
	If DHHS, identify the department/agency supporting the research:       
RCRC currently does not review research funded by the following departments:

Dept. of Defense, Dept. of Navy, Dept. of Justice, Dept. of Energy, Environmental Protection Agency


D. PROTOCOL INFORMATION:

	1.
	Has this research been declined to be reviewed, disapproved or tabled without a resolution by another IRB?
	 FORMCHECKBOX 
  No             FORMCHECKBOX 
  Yes (describe in an attachment)

	2.
	Has another IRB terminated this research?
	 FORMCHECKBOX 
  No             FORMCHECKBOX 
  Yes (describe in an attachment)

	3.
	Protocol/study plan version and date (including any Amendments) Specify if this is a DRAFT protocol: 
	     

	4.
	If this is a DRAFT protocol, include anticipated date of submission of the FINAL protocol.
	     

	5.
	Data and Safety Monitoring: A system for appropriate oversight and monitoring of the conduct of the study to ensure the safety of participants and the validity and integrity of the data.
Data and safety monitoring will be conducted by:

 FORMCHECKBOX 
  Data Safety Monitoring Board/Committee

 FORMCHECKBOX 
  Principal Investigator 

 FORMCHECKBOX 
  Sponsor

 FORMCHECKBOX 
  Other, please attach a description

 FORMCHECKBOX 
  None, please attach a rationale

	6.
	Is the data and safety monitoring plan identified in the protocol?

 FORMCHECKBOX 
 Yes, please identify the page #:            

 FORMCHECKBOX 
 No, please describe your plan for monitoring safety and the integrity of the data:         

	7.
	Will this study be posted to the ClinicalTrials.gov web site?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No. If no, please provide a rationale:      

	8.
	Will participants be asked questions that may be considered sensitive? If yes, please provide an explanation, script, or questionnaire and ensure the information collected is limited to that which is required by the protocol.
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes

	9.
	Please describe the process in place to protect any sensitive information that may be gathered as a result of this research.

     

	10.
	What emergency or safety medical equipment or psychological support is required at each site, per the protocol?
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	11.
	Please list all vulnerable populations specifically targeted in this research:

 FORMCHECKBOX 
 NONE  
 FORMCHECKBOX 
 Children 
 FORMCHECKBOX 
 Children who are wards of State

 FORMCHECKBOX 
 Pregnant women

 FORMCHECKBOX 
 Non-English speaking

 FORMCHECKBOX 
 Adults who do not read and/or write

 FORMCHECKBOX 
 Patients in nursing homes

 FORMCHECKBOX 
 Educationally disadvantaged 

 FORMCHECKBOX 
 Economically disadvantaged

 FORMCHECKBOX 
 Employees or family members of the Principal Investigator or Sponsor

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

 FORMCHECKBOX 
 Adults unable to consent for themselves or with diminished decision-making capacity (describe a plan to assess the capacity of these participants to consent/assent).

 FORMCHECKBOX 
 Other: 

	12.
	If any vulnerable populations have been identified, please describe the additional safeguards included in the protocol to protect the rights and welfare of these participants:




E. INFORMED CONSENT DOCUMENT INFORMATION:
	1.
	Informed Consent Document attached?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes  

	2.
	Request for a Waiver or Alteration of Informed Consent?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please complete a waiver request) 

	3.
	Request for a Waiver of Documentation of Informed Consent?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please complete a waiver request) 


	Sponsor: REF Sponsor   

Protocol #:  REF Protocol
If you are a Project Manager submitting for multi-site research, please complete the following sections.

If single-site, skip to the CERTIFICATION AND SIGNATURE section on the following page.

F. STUDY MANAGEMENT:

1.

 Number of total sites, per the protocol:       
2.

 Number of sites to be submitted to RCRC:       
3.

Describe your plan to ensure the management of information that might be relevant to the protection of participants is appropriately communicated in a timely manner to the investigative sites and RCRC.

     
4.

Who will be responsible for submitting study-wide notifications/modifications in the research, such as protocol revisions/amendments, product information updates, unanticipated problems, etc., to RCRC?

 FORMCHECKBOX 
  Sponsor/Sponsor Representatives     

 FORMCHECKBOX 
  Investigator(s​)

G. RECRUITMENT MATERIAL:

1.

Will template recruitment material be utilized in this study?

 FORMCHECKBOX 
 No (skip to section H)   

 FORMCHECKBOX 
 Yes (attached)

2.

The following template recruitment material is attached: 


 FORMCHECKBOX 
 Proposed printed advertisement


 FORMCHECKBOX 
 Proposed web site content


 FORMCHECKBOX 
 Script of proposed video recording

 FORMCHECKBOX 
 Script of proposed audio recording 


 FORMCHECKBOX 
 Participant screening tool (phone screening)



 FORMCHECKBOX 
 Other (describe):       
H. STUDY MATERIAL:

1.

Will other participant study material be submitted at this time?

 FORMCHECKBOX 
 No (skip to section I)   

 FORMCHECKBOX 
 Yes (attached)

2.

The following study material is attached: 


 FORMCHECKBOX 
 Participant diaries





 FORMCHECKBOX 
 Survey instrument(s) or questionnaire(s)




 FORMCHECKBOX 
 Participant education material


 FORMCHECKBOX 
 Additional material to be distributed to participants (e.g. non cash gifts for long-term retention)


 FORMCHECKBOX 
 Other (describe):       
I. TRANSLATION REQUESTS:
1.

Will the documents(s) require translation?

 FORMCHECKBOX 
  No (skip this section)    

 FORMCHECKBOX 
  Yes 

2.

Who will translate these documents?

 FORMCHECKBOX 
 RCRC (complete #3)

 FORMCHECKBOX 
 Sponsor or Site (skip to next section)

3.

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 
 Consent Forms   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Materials
Language:      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 



Sponsor: REF Sponsor   

Protocol #:  REF Protocol
CERTIFICATION STATEMENT AND SIGNATURE:

	I certify that the information provided within this application and Supplemental Form (Drug and/or Device, if applicable) are true and accurate, and represents my intent to pursue review of this research by RCRC. My signature below indicates that I understand that it is my obligation to review the reporting responsibilities, as provided on the RCRC website. I understand I may contact RCRC at any time with questions or concerns about these requirements.  By signing this agreement, I grant RCRC the authority to approve and oversee the above referenced research study and certify that the study will not begin until RCRC approval of the FINAL protocol.

     
Printed Name of Investigator (Single-Site PI submissions) or Project Manager (Multi-Site Submissions)
     















Signature 









Date


LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS:
 FORMCHECKBOX 
 The completed and signed Initial Review (Protocol) Submission Form (this document)
 FORMCHECKBOX 
 An electronic version (MS Word) of the proposed informed consent document(s) (main, foreign, assent, addendums)
Please note: Please remove all formatting such as shading, text boxes, comments or hidden text from the ICDs before submitting to RCRC.  ICDs submitted with such formatting may cause a delay in the review of the research and may result in additional administrative fees.
 FORMCHECKBOX 
 The current protocol (and any Amendments)

 FORMCHECKBOX 
 The completion of the appropriate Form 100 - Supplemental – Drug or Device Research, as appropriate.

 FORMCHECKBOX 
 Attached explanation for ALL questions where a rationale or description is indicated.
For Multi-Site Research:

 FORMCHECKBOX 
 All proposed study material (diaries, survey instruments, or questionnaires)

 FORMCHECKBOX 
 All proposed recruitment material (audio/video script, print advertisement)


RCRC IRB FORM 100 - Initial Review (Protocol)
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