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INDEPENDENT REVIEW BOARD



 

               INVESTIGATOR AND SITE INFORMATION


2111 West Braker Lane, Suite 400, Austin, TX 78758  TEL: 512-380-1244 FAX: 512-382-8902  EMAIL: rcrc@rcrc-irb.com
FORM 110.A will be saved in our Investigator files for future reference. It will remain effective for one (1) year from the signature date and may be used for other research submitted within that year. Please notify RCRC of any changes to the information supplied here as soon as it becomes known to the site/Investigator. If you require assistance answering any of the questions on this form, please contact the RCRC Quality Unit at the number listed above.
	INVESTIGATOR:       


A. SITE CONTACT (for general site and PI information):
	1.
	Primary contact name:
	     

	2.
	Research site name:
	     

	3.
	Phone number: 
	     

	4.
	Fax number:
	     

	5.
	E-mail address (please include email addresses for additional study contacts, as needed):
	     


B. PRIMARY RESEARCH SITE INFORMATION: 
	1.
	Name of research site (Site 1):
	     

	2.
	PI’s direct phone number for Board inquiries:
	     

	3.
	PI’s email address:
	     

	4.
	Site address (including City, State and Zip):
	     

	5.
	Site 24 hour phone number for participants:
	     

	6.
	For Drug or Device Research: 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):       


	INVESTIGATOR:        REF PI 



C. ADDITIONAL RESEARCH SITES:
	Provide information for each additional research site. Identify any place other than the main site such as, hospitals, clinics or private practices where any research procedures may be performed (as it could be listed in box 3 of Form FDA 1572, if applicable). 
OR:  FORMCHECKBOX 
 Check if no additional sites will be used (i.e. all procedures will be performed at Site 1).

	1.
	Name of Site 2:
	     

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

	3.
	For Drug or Device Research: 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):      

	For Investigators with more than 2 sites, please provide the additional site information in an attachment.

	4.
	Number of additional sites being submitted in attachment, if applicable:
	     


D. PRINCIPAL INVESTIGATOR CREDENTIALS AND RESOURCES
	1.
	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

	2.
	For DRUG studies taking place in Massachusetts, include:
	 FORMCHECKBOX 
 MA Researcher license 
      FORMCHECKBOX 
 already on file with RCRC
 FORMCHECKBOX 
 DEA license (controlled substance) 
      FORMCHECKBOX 
 already on file with RCRC

	3.
	Is there any pending disciplinary action against the PI from ANY state licensing Board?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes (attached)  

	4.
	Describe the PI’s process for ensuring that all persons assisting with the research are adequately informed about the protocol, the investigational product(s), and their study related duties and functions: 
     

	5.
	Describe the setting in which the research activity will take place: 

     


	INVESTIGATOR:        REF PI 



	6.
	Privacy refers to persons and their interest in controlling the access of others to themselves. 

Describe the plan to protect the privacy of research participants, during and after their involvement in the research. 

· Participants consented away from the public areas

· Study-related assessments conducted in a private area

· Participant information collected is limited to study requirements
· Additional provisions (describe):       
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No



	7.
	If no was indicated on any of the first 3 responses above, please provide an explanation: 

     

	8.
	Confidentiality refers to the agreement between the investigator and participant in how the participants identifiable private information will be managed and used.

Describe the plan to maintain the confidentiality of the data collected during and after the research is complete. (check all that apply)

 FORMCHECKBOX 
  Paper files will be kept in a secure location with limited access by authorized study staff

 FORMCHECKBOX 
  Electronic files are password-protected with limited access by authorized study staff

 FORMCHECKBOX 
  Research staff sign confidentiality agreements before engaging in research activities

 FORMCHECKBOX 
  Other (describe):       


E. 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 45 CFR 46, and have the training and education to follow the requirements.  

	1.
	Has the Principal Investigator completed human subject protection training?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes and attached

 FORMCHECKBOX 
  Yes and on file with RCRC

	2.
	Do any other members of the Principal Investigator’s staff, including Sub-Investigators, have any human subject protections training?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes 

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


	INVESTIGATOR:   REF PI 


F. REGULATORY INSPECTIONS: 
	1.
	Are there any pending or active legal, regulatory, or professional actions or restrictions related to the practice of medicine or research at the site?
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (attached)

	2.
	Has the Principal Investigator or any members of the research staff been disciplined or restricted by the FDA, DHHS or other regulatory agencies?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes (attached)

	3.
	Has the Principal Investigator been subject to an FDA, DHHS or other regulatory agency inspection within the past 2 years? 
	 FORMCHECKBOX 
  No      

 FORMCHECKBOX 
  Yes (attached)
 FORMCHECKBOX 
  Yes (on file with RCRC)

	4.
	Has the Principal Investigator been debarred by the FDA, DHHS or other regulatory agency?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes (attached)  


G. INFORMED CONSENT DOCUMENT INFORMATION or  FORMCHECKBOX 
 N/A:
	Complete this section for consenting procedures (for all participants) at your site.
OR

Attach your site specific SOP regarding the consent process. If submitting a SOP, please complete the questions below for any items not addressed in your SOP.

OR 

 FORMCHECKBOX 
 SOP(s) on file with RCRC.

	1.
	Who will present the Informed Consent Document to the potential research participant and conduct the consent interview at this site?
	 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Sub Investigator

 FORMCHECKBOX 
 Research Coordinator/Research Nurse

 FORMCHECKBOX 
 Other:       

	2.
	What steps will you take to minimize the possibility of coercion or undue influence?

     

	3.
	Will prospective participants be allowed to take the consent document home to discuss this research with their family or Primary Care Physician?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No (please explain in attachment)

	4.
	Describe the timeframe between approaching the prospective participants and obtaining informed consent:

     

	5.
	Describe who will assist the Investigator in ensuring informed consent is appropriately obtained and documented and for ensuring that a copy is provided to the participant:

     


	INVESTIGATOR:        REF PI 



PRINCIPAL INVESTIGATOR STATEMENT OF AGREEMENT:
	 As the Principal Investigator, 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 I and 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 ICH-GCP 4.1-4.13 as applicable 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. 
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.


	INVESTIGATOR:        REF PI 



	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 IRB approval letter and 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:





	INVESTIGATOR:        REF PI 



LIST OF ATTACHMENTS:
	REQUIRED DOCUMENTS:

Once the following information is submitted to RCRC, it will be saved in RCRC’s Investigator files for future reference.

 FORMCHECKBOX 
 Completed and signed Investigator and Site Information Submission Form (this document).
 FORMCHECKBOX 
 The Principal Investigator’s current professional license. 
 FORMCHECKBOX 
 The Principal Investigator’s current CV. 
 FORMCHECKBOX 
 Documentation of GCP training for PI. 
 FORMCHECKBOX 
 Attached explanation for any question answered “Yes” that requires an attachment.
ADDITIONAL REQUIRED DOCUMENTS FOR STUDIES IN MASSACHUSETTES:

 FORMCHECKBOX 
 DEA License (Controlled Substance Registration Certificate) DRUG studies only. This will be saved in our Investigator files for future reference.
 FORMCHECKBOX 
 Researcher License DRUG studies only. This will be saved in our Investigator files for future reference.
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