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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 #:       


A. PRINCIPAL INVESTIGATOR AND RESEARCH SITE INFORMATION:
	1.
	Name of previously approved Principal 
Investigator:
	     

	2.
	Is there still contact with the previous Investigator?
	 FORMCHECKBOX 
  No – Please attach an explanation

 FORMCHECKBOX 
  Yes – Please provide the previous Investigator’s agreement to transfer the research.

	3.
	Name of new Principal Investigator:
	     

	4.
	Name of research site:
	     

	5.
	Site address, if changed:
	     

	6.
	New PI’s direct phone number for Board inquiries:
	     

	7.
	New PI’s E-mail address
	     

	8.
	Site contact name, if changed:
	     

	9.
	Site contact phone number, if changed:
	     

	10.
	Site contact E-mail address, if changed: 
	     

	11.
	Site Fax number, if changed:
	     

	12.
	Site 24 hour phone number for participants, if changed:
	     

	13.
	The following documents must be included with this submission:
	 FORMCHECKBOX 
 The Principal Investigator’s current professional license.

 FORMCHECKBOX 
 already on file with RCRC
 FORMCHECKBOX 
 The Principal Investigator’s current CV.

 FORMCHECKBOX 
 already on file with RCRC
 FORMCHECKBOX 
 Form FDA 1572 (Investigational DRUG studies only)
     Note: Please DO NOT send original Form FDA 1572
 FORMCHECKBOX 
 Investigator’s Commitment to Sponsor (For Device studies only)
 FORMCHECKBOX 
 Documentation of training

 FORMCHECKBOX 
 already on file with RCRC

	14.
	For DRUG studies taking place in Massachusetts, include:
	 FORMCHECKBOX 
 Researcher License 

 FORMCHECKBOX 
 DEA License 

	15.
	Is there any pending disciplinary action against the Investigator from ANY state licensing Board?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes (attached)  
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B. INVESTIGATOR EXPERIENCE AND TRAINING:
	It is the Investigator’s responsibility to ensure that all research staff assisting in the conduct of this research are informed about their obligations in meeting the requirements of 21 CFR Parts 50, 56 and/or 45 CFR 46, and have the training and education to follow the requirements.  

	1.
	Has the Principal Investigator completed human subject protection training, such as Good Clinical Practices (GCP) or Protections of Human Research Protections?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes and attached

 FORMCHECKBOX 
  Yes and on file with RCRC

	2.
	Please describe any previous experience or training that the PI has which will aide in the conduct of the study:

     

	3.
	How many years has the PI been conducting research?
	     


C. REGULATORY INSPECTIONS:
	1.
	Has the Principal Investigator been disciplined or restricted by the FDA, DHHS or other regulatory agencies? 
	 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
  Yes (attached)

	2.
	Has the Principal Investigator been subject to a FDA, DHHS or other regulatory agency inspection within the past 2 years? 
	 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
 Yes (attached)

	3.
	Has the Principal Investigator been debarred by the FDA, DHHS or other regulatory agency?
	 FORMCHECKBOX 
 No   
 FORMCHECKBOX 
  Yes (attached)  


D. CONFLICT OF INTEREST:
	The Principal Investigator is responsible to read each statement thoroughly before signing this form.  Please consider potential conflicts with the Sponsor, test article or manufacturer of the test article when providing responses.  The responses must also consider any conflicts of interest of the Principal Investigator’s spouse and dependent children.

	1.
	Do you have a financial arrangement with the Sponsor conducting this research, whereby the value of compensation could be influenced by the outcome of the study? This includes compensation that could be greater for a favorable clinical result, compensation in the form of an equity interest in the Sponsor conducting this research or compensation tied to sales of the investigational product tested in the above study such as a royalty interest.
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	2.
	Do you have a proprietary interest in the investigational product tested such as patent rights or rights under a patent, trademark, copyright or licensing agreement?  
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	3.
	Do you have a significant equity interest with the Sponsor conducting this research or in the product or service being tested such as an ownership interest, stock options or any other financial interest whose value cannot be readily determined through reference to public prices, or any equity interest with the Sponsor conducting this research (if publicly traded) exceeding $10,000, or more than 5% ownership (or any combination of these), in the sponsoring company or business entity?   
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	4.
	Have you received payments from the Sponsor conducting this research or payments related to the product or service being tested in excess of $10,000, when aggregated for immediate family members, exclusive of the costs of conducting the clinical studies, such as honoraria, a grant or grants to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation?  
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	5.
	Have you accepted payment arrangements from the Sponsor such as financial incentives for early enrollment or high enrollment, i.e., recruitment bonus incentive? 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	6.
	Do you have any Board or executive relationship to the Sponsor or the product or service being tested, regardless of the compensation? 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 
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	7.
	Are you an employee of the Sponsor?
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes

	8.
	Do any of the research staff or their immediate family members have financial or other Conflict of Interest with the Sponsor/protocol, as listed above? RCRC defines Research Staff as anyone designated by the Principal Investigator to perform research-related procedures per the protocol, such as sub-investigators, research coordinators. 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	If you answered “YES” to any of the questions above, please describe the conflict of interest and explain how the COI will be managed to not adversely affect the protection of participants or the integrity of the research:

     


E. PRINCIPAL INVESTIGATOR STATEMENT OF AGREEMENT:
	 As the Principal Investigator for the above referenced research, I accept full responsibility for:

	1. Reviewing the protocol (and Investigator’s Brochure, if applicable) in its entirety, and conducting the research according to the RCRC approved protocol. Ensuring that all research staff complies with the requirements of the protocol.

2. Ensuring adequate and reliable financial and/or other resources are available to conduct research and halt research procedures should any of these resources become unavailable. 

3. Ensuring that all research staff assisting in the conduct of research are informed about their obligations in meeting the requirements of 21 CFR Parts 50, 56 and/or 45 CFR 46, and have the training and education to follow the requirements. Ensuring consideration of all applicable federal regulations, local and/or state laws pertinent to the research site, and consideration of community attitudes in terms of religious, ethnic, or economic status of the community from which research subjects will be drawn, relative to research at my site. 
4. Ensuring that no member of the study staff, including sub-Investigators, has an actual or perceived Conflict of Interest with any study, and if one is present that it will be effectively managed so to not interfere with the study progression and data.

5. Providing a copy of the RCRC approved Informed Consent Document to research participants at the time of consent, and for not enrolling any individual into research until voluntary consent has been appropriately obtained and documented. Ensuring that each potential subject is provided with the information needed to understand the nature and potential risks of the research, and for taking necessary steps for the individual to gain that comprehension. 

6. Ensuring that no individual is recruited into research: (a) until the study has been approved in writing by RCRC; (b) during any period wherein RCRC approval of a research study has lapsed; (c) during any period wherein RCRC approval of research or participant enrollment has been suspended, or wherein the sponsor has suspended research study enrollment; (d) following termination of RCRC approval of research; or (e) following expiration of the approval period as established by RCRC.
7. Promptly assessing and reporting all unanticipated problems to RCRC within the required timeframe, and ensuring that participants who have suffered an unanticipated problem or adverse event associated with research participation receive adequate care to correct or alleviate the consequences of the event to the extent possible.  Arranging for the treatment of a research related injury with the Sponsor, when applicable. 
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	8. Promptly reporting all proposed changes in previously approved research to RCRC. Making no changes in approved research except when necessary to eliminate an apparent immediate hazard to research participants. Making no changes to the information provided to research participants (potential or active), such as informed consent document, recruitment or study material in electronic or print format. Promptly reporting any changes in the Principal Investigator’s address or other contact information and seeking approval for an additional research facility prior to initiation of study procedures at that facility. Promptly reporting any changes to the Financial Disclosure/Conflict of Interest information that was initially disclosed; or occurrences of undue influence.
9. Ensuring that research participants are kept fully informed of any new information that may affect their willingness to continue participation in the research. For responding appropriately and adequately to all inquiries, complaints, or concerns from research participants. Promptly reporting any changes to the participant population, or in the vulnerability of participants to RCRC.

10. Maintaining each participant’s information in such a way as to protect the privacy of the individual and the confidentiality of the data.

11. Seeking timely review and approval for continuing the research in accordance with 21 CFR 56.109(f) or 45 CFR 46.109(e), prior to the expiration date to avoid non-compliance with RCRC policies or administrative closure of the research. Notifying RCRC upon completion of the research and promptly submitting a Final/Closeout Report as it applies to my research, prior to the expiration date of the approval period. Responding promptly to all requests for information or materials from RCRC Board Members or Staff.

12. For research involving investigational products (IP) (drugs/devices): Administering the IP only to participants under my supervision or the supervision of my designee(s). Supplying the IP only to those individuals who are authorized to receive it. 
13. I understand that Finder’s fees (referral fees) provided by the PI/Sponsor to research staff or other Physicians for potential participant referrals are not allowed by RCRC. RCRC will allow the Sponsor or Investigator to pay a referral fee to a research participant for referring another research participant and some stipulations may apply. I further understand that Recruitment bonuses (payments from the Sponsor to an Investigator or organization designed to accelerate recruitment based on the rate or timing of participant enrollment) should be disclosed to RCRC and will be considered by RCRC on a case-by-case basis.

My signature below indicates that;

 FORMCHECKBOX 
 I agree to assume the responsibilities for the safe and ethical conduct of research and to abide by the decisions and requirements of RCRC IRB;

 FORMCHECKBOX 
 It is my obligation to review the reporting responsibilities, as provided in the original IRB approval letter and on the RCRC website;

 FORMCHECKBOX 
 I may contact RCRC IRB at any time with questions or concerns about these requirements;
 FORMCHECKBOX 
 The information provided on this document is true and accurate to the best of my knowledge;

 FORMCHECKBOX 
 It is my responsibility to notify RCRC if any of the information contained in this form should change.

Signature of Principal Investigator:     





Date:
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F. LIST OF ATTACHMENTS:
	REQUIRED DOCUMENTS:

  FORMCHECKBOX 
 Attach the original PIs written agreement to transfer the research or explanation for agreement not being attainable.

  FORMCHECKBOX 
 The Principal Investigator’s current professional license and current CV (to be kept on file)
  FORMCHECKBOX 
 For Investigational DRUG studies only: Form FDA 1572.  Note: Please DO NOT send original Form FDA 1572
  FORMCHECKBOX 
 For DEVICE studies only: Investigator’s commitment to the Sponsor.
  FORMCHECKBOX 
 Attached explanation for any question answered “Yes” that requires an attachment.

  FORMCHECKBOX 
 Documentation of training (to be kept on file)
REQUIRED DOCUMENTS FOR  DRUG STUDIES IN MASSACHUSETTES:

     FORMCHECKBOX 
 DEA License (controlled substance)

     FORMCHECKBOX 
 Researcher License  


FOR RCRC USE ONLY:

EXPEDITED REVIEW AND DETERMINATION: 

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


 FORMCHECKBOX 
 New Investigator previously approved by Full Board Review


 FORMCHECKBOX 
 No compliance issues with this Investigator


 FORMCHECKBOX 
 No adverse audit findings

 FORMCHECKBOX 
 No unresolved participant complaints
Action Taken by Expedited Reviewer:

 FORMCHECKBOX 
 Approved     FORMCHECKBOX 
 Defer to Full Board 
 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):





 Review Date: 




FULL BOARD REVIEW AND DETERMINATION: 

	Action Taken by Full Board:

 FORMCHECKBOX 
 Approved     FORMCHECKBOX 
Tabled     FORMCHECKBOX 
 Disapproved  
Printed name of Reviewer (Chair or Designee): 









Signature of Reviewer (Chair or Designee):





 Meeting Date: 
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