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	Bon Secours Richmond Health System (BSRHS) IRB 

INITIAL STUDY REVIEW FORM

	

	Central IRB ID: 
	

	This research will be conducted at  FORMCHECKBOX 
 Memorial Regional   FORMCHECKBOX 
 St. Mary’s    FORMCHECKBOX 
  St. Francis   FORMCHECKBOX 
 Richmond Community    FORMCHECKBOX 
  Other     

	Principal Investigator and Sub/Co-investigators

	

	1.  Principal Investigator: 

	Note: See NIH definition http://grants.nih.gov/grants/multi_pi/sbirsttr_faq.htm?print=yes&#a1 

	Name (Last, First, MI):
	     

	Title and Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	
	

	Sub/Co-Investigator: 

	Name (Last, First, MI), Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	

	Sub/Co-Investigator: 

	Name (Last, First, MI), Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	

	Is the Principal Investigator or any sub/co-investigator employed by Bon Secours Virginia Health System?

	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Is the Principal Investigator or any sub/co-investigator affiliated with Bon Secours Medical Group?

	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	2.  BSRHS Lead Project Personnel

	If the PI cannot be contacted, these persons may be contacted by the IRB. List key personnel within the Research Plan.

	

	Sub/Co-Investigator: 

	Name (Last, First, MI), Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	

	Research Coordinator (if applicable): 

	Name (Last, First, MI), Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	

	Trainee (Student) (if applicable): 

	Name (Last, First, MI), Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	Confidentiality Agreement

	

	I,      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
      , acknowledge that as a result of my involvement with this research project and the Bon Secours Richmond facilities (hereinafter referred to as “Facilities”), I shall have access to confidential information of the Facilities, including patient health information. I shall hold confidential all patient and facilities-related information and shall not disclose any Protected Health Information (PHI) to third parties, family members, volunteers, medical staff, except as permitted and/or as required by law. I shall protect and safeguard oral and written PHI and facilities information that I come into contact with.  Except as permitted and/or required by law, I shall not use or disclose patient information in a manner that would violate the laws of the Commonwealth of Virginia or the requirements of any federal law, including, the Standards for the Privacy of Individually Identifiable Health Information found in the Health Insurance Portability and Accountability Act (HIPAA) of 1996 (45 CFR Part 160). I expressly agree to comply with state and federal law in all respects, and to implement all necessary safeguards to prevent such disclosure. I acknowledge that any breach of confidentiality or misuse of information may result in the termination of my involvement with this Project. I further agree to use best efforts to ensure adherence to the provisions of this agreement by my employees, subinvestigators, agents, or contractors.

AGREED AND ACCEPTED:

     
     
Name of Principal Investigator

Name of Subinvestigator

     
     
Signature

Signature

     
     
Date





                        Date

     
     
Name of Subinvestigator

Name of Subinvestigator

     
     
Signature

Signature

     
     
Date





                        Date

     
     
Name of Research Coordinator
Name of Research Coordinator
     
     
Signature

Signature

     
     
Date





                        Date

  


	Subject Enrollment

	

	Anticipated # of subjects (if this is a multi-center project, list only subjects under this IRB approval):   

	

	Is this a Multi-Center Project?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If Yes, please provide the name and location of the principal investigator listed at ClinicalTrials.gov:


	(1) # of sites:
	     
	(2) # of subjects across all sites:
	     

	Type of Submission

	

	      FORMCHECKBOX 
  Research Project

	

	      FORMCHECKBOX 
  Humanitarian Use Device
See http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=814.124 

	

	      FORMCHECKBOX 
  Treatment Use of Investigational Drug/Device 
See http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm114928.htm  


	Type of Review (check one):

	
	

	      FORMCHECKBOX 
 Full Board Review 
	

	

	      FORMCHECKBOX 
 Expedited Review 
	* Expedited Categories: 
	     

	* Choose category/categories for Expedited Review http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm 

	

	      FORMCHECKBOX 
 Exempt Review
	* Exempt Categories:
	     

	* Choose category/categories for Exempt Review http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c2 

	

	Project Information

	

	1.  Project Type (check one):

	

	      FORMCHECKBOX 
 Biomedical
	Research involving medical interventions and/or FDA-regulated products

	
	

	      Social-Behavioral (check one):
	Social or behavioral research that does NOT involve medical interventions or FDA-regulated products

	      FORMCHECKBOX 
 Social-Behavioral Qualitative
	

	      FORMCHECKBOX 
 Social-Behavioral Quantitative
	

	      FORMCHECKBOX 
 Social-Behavioral Qualitative & Quantitative 

	

	2.  TITLE OF STUDY/PROJECT:

	     


	3.  Are there any IRB-approved protocols associated with this submission?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, please list the associated BSRHS IRB Protocol #’s: 
	     

	Note:  Also, note any related submission (s) to the IRB that have not yet been approved.

	

	4.  Is this a Student project (Thesis/Dissertation)?                  
	 FORMCHECKBOX 
 Yes  
	 FORMCHECKBOX 
 No

	

	ClinicalTrials.gov      Public law requires reporting of results from all FDA-approved trials or cleared drugs and devices on this website

	ClinicalTrials.gov is a registry that provides information about the purpose, who may participate, locations, and phone numbers.

	NOTE: Submit the web page for any clinical trial you are submitting to the IRB for approval http://clinicaltrials.gov/


	 Sponsor Data

	

	1. Is the research project funded by an industry sponsor?              
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, name of sponsor:

	

	2. Does the research project involve a Federal Award (or funding proposal for such)?                  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, CFDA number:

	

	Note: Federal regulations require IRB approval of New, Resubmission, or Competing Continuation federal proposals. 

	

	Principal Investigator Statement of Compliance:

	

	1. The investigator has reviewed: 1) The Belmont Report or an internationally recognized equivalent; 2) U.S. Department of Health and Human Services (HHS) Regulations for the protection of human subjects 45 CFR part 46; 3) the FWA and applicable Terms for BSRHS IRB; and 4) institutional policies and procedures for the protection of human subjects; and hereby accepts responsibility to comply with standards and requirements stipulated in these documents to protect the rights and welfare of human subjects involved in research conducted under this Agreement AND agrees to comply with all applicable federal, international, state, and local laws, regulations, and policies to ensure the protection for human subjects participating in research conducted under this agreement.
2. The Investigator acknowledges that he/she is primarily responsible for safeguarding the rights and welfare of research subjects, and the subject’s rights and welfare must take precedence over the goals and requirements of the research. 
3. The investigator will not enroll subjects in research prior to review and approval by the BSRHS IRB.
4. The Investigator will abide by all determinations and accept the final authority and decisions of the BSRHS IRB, including but not limited to directives to terminate participating in designated research activities.
5. The Investigator will promptly report to the BSRHS IRB any proposed changes to research conducted under this Agreement and will not initiate changes without prior BSRHS IRB approval except where necessary to eliminate immediate hazards to subjects.
6. The Investigator will promptly report to the BSRHS IRB any unanticipated problems involving risks to subjects or others in research covered under this Agreement
7. The Investigator will obtain, document, and maintain records of informed consent for each such subject or each subject’s legally authorized representative as required under HHS 45 CFR part 46. 
8. The Investigator agrees to cooperate in the BSRHS IRB initial and continuing review, and provide all information requested by the BSRHS IRB in a timely fashion.
I certify that all key personnel, including myself, sub/co-investigators, research coordinators, trainees, and students have completed training on human subjects protection required by BSRHS IRB. I agree to a continuing exchange of information with BSRHS IRB including requirements to (i) obtain IRB approval before making non-emergency changes/revisions, except where necessary to eliminate immediate hazards to subjects or others, (ii) provide progress reports to BSRHS IRB at their request and at least annually, and (iii) report all unanticipated problems and serious adverse events involving risk to human subjects in accordance with required reporting timelines by BSRHS IRB. I understand and accept responsibility for ensuring the safety and welfare of all human subjects who participate in the proposed research project.

	

	Signature:
	
	Date:
	

	

	Address:
	
	Phone:
	

	

	Trainee or Student Investigator Statement of Compliance (if applicable):

	This is a student or trainee project that may be published. I will not proceed without a letter of approval from the BSRHS IRB. 

	Signature:
	
	Date:
	

	

	BSRHS IRB FWA INSTITUTIONAL OFFICIAL (OR DESIGNEE) SIGNATURE:

	

	Signature:
	
	Date:
	

	

	Address:
	8580 Magellan Parkway, Richmond, VA 23227
	Phone:
	804.627.5155

	


	 Project Detail Answer ALL questions

	

	1. Will drug(s) be administered in this project? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	     Drug Name(s):
	     

	

	If the drug is investigational or involves an ind, please complete the following:

	     IND #:
	     
	held by (check one):
	 FORMCHECKBOX 
 Sponsor
	 FORMCHECKBOX 
 Investigator
	 FORMCHECKBOX 
 n/a

	  ( If IND is held by the Sponsor, provide copy of the Investigator’s Brochure and the sponsor’s protocol

	  ( If IND is held by the Investigator, provide copy of the IND application submitted to the FDA and safety information

	  ( Attach copy of FDA Form 1572

	

	2. Will biologic(s) be used in this project?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	      Biologic Name(s):
	     

	

	3. Are you evaluating marketed medical device (s) (including 510k devices)?  
    If YES, supply the following information: See http://www.fda.gov/MedicalDevices/ 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	       Device Name(s):
	     

	

	       Manufacturer:
	     

	Note: Provide supporting documentation regarding level of Risk (Significant vs. Non-Significant Risk)

	

	4. Are you evaluating Investigational or Marketed Medical Device(s) in this project?  
If YES, supply the following information:
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	      Device Name(s):
	     

	

	      Manufacturer:
	     

	

	      IDE #:
	     
	Held By (check one):
	 FORMCHECKBOX 
 Sponsor
	 FORMCHECKBOX 
 Investigator
	 FORMCHECKBOX 
 n/a

	  ( If IDE is held by the Sponsor, provide a copy of the Investigator’s Brochure and the sponsor’s protocol

	  ( If IDE is held by the Investigator, provide a copy of the ide application submitted to the fda

	Note: Provide supporting documentation regarding Level of Risk (Significant vs. Non-Significant risk)

	

	5. Does this project expose any research subject to Ionizing Radiation? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	6. Does this project involve the use of Recombinant DNA, Bio-Hazardous Substances including viruses and bacteria (Adenovirus, HIV, Hepatitis B), Carcinogens or acute carcinogens, mutagens, teratogens, acute toxins, or select agent materials?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	7. Does this project involve Gene Therapy?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	8. Does this study involve cancer patients, their families, or their health care providers?
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	9. Will this project be conducted in a BSRHS patient care area (inpatient or outpatient)?
	 FORMCHECKBOX 
 Yes *
	 FORMCHECKBOX 
 No

	* If YES, describe in detail all hospital ancillary and nursing services that will be required. (Use a separate page as needed)

	

	10. Will the BSRHS drug pharmacy be utilized?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No *

	* If no, your research plan must describe detailed, appropriate drug storage and dispensing plans. 

	

	11. Do you plan to involve Non-BSRHS Institutions (that are not under the authority of BSRHS and are located within the United States or a United States territory) in your research project? 
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	12. Do you plan to involve Foreign Research Sites (institution/non-institutional settings)?
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	13. Do you plan to involve Independent Investigators (individuals who are not representatives of BSRHS or any other institution or facility) in your research project?
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	14. Does this project involve the creation of a Human Subjects Registry (repository, data set, data bank, tissue, or specimen bank) as an instrument for the conduct of research?
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	15. Does this project involve Genetic Testing - testing human tissue samples for heritable characteristics or storing human tissue samples for possible future such testing?
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	

	SUBJECT ENROLLMENT PLAN

	

	Anticipated # of subjects  (target enrollment ONLY at your location under this IRB approval)                   

	

	Is this a Multi-Center Project?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	                               If Yes, how many sites are involved?       

	                               If Yes, what is the target enrollment across all sites?       

	

	Children                In Virginia, children are those under the age of 18 who are not emancipated. 
                               The Federal government considers all persons under the age of 21 to be children.

	Do you plan to include data on subjects who are children?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, identify the appropriate research category or categories below:

	 FORMCHECKBOX 
 
	Research not involving greater than minimal risk (45 CFR 46.404) – [Note: see definition of minimal risk below]

	

	 FORMCHECKBOX 
 
	Research involving greater than minimal risk with the prospect of direct benefit to subjects (45.CFR 46.405)

	

	 FORMCHECKBOX 
 
	Research involving greater than minimal risk with no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition. (45.CFR 46.406)1

	

	 FORMCHECKBOX 
 
	Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. (45.CFR 46.407)1

	Minimal Risk means that the probability and magnitude of harm or discomfort is not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	

	Categories 406 and 407 Require Both parents to provide consent unless one is deceased, unknown, incompetent, or one parent has legal responsibility. The IRB may determine that permission of both parents is required for categories 404 or 405.

	

	Note: If children are included, you must submit the BSRHS IRB Vulnerable Subjects Form
              http://richmond.bonsecours.com/physicians-forms-irb-submission-forms.html 

	

	Research Subject Information - Vulnerable Subjects:

	Women, Human Fetuses, and Neonates: If you plan to include data on subjects who are pregnant women, human fetuses, or neonates as subjects, you must indicate inclusion of their data and identify a research category or categories below.

	

	Do you plan to include data on subjects who are pregnant women, human fetuses, or neonates?                                     
	 FORMCHECKBOX 
 Yes *
	 FORMCHECKBOX 
 No

	* If YES, identify the research category or categories below.

	

	 FORMCHECKBOX 
 
	Research with pregnant women or fetuses http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.204

	 FORMCHECKBOX 
 
	Research with neonates of uncertain viability or nonviable neonates http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.205

	 FORMCHECKBOX 
 
	Research involving neonates of certain viability http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.205

	 FORMCHECKBOX 
 
	Research involving after delivery, the placenta, the dead fetus or fetal material http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.206

	 FORMCHECKBOX 
 
	Research not otherwise approvable that presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.207


	CONSENT DOCUMENTATION (Mark the type of consent process/documentation planned):

	

	 FORMCHECKBOX 
 
	This project is being submitted for Exempt Review that does not include informed consent/assent documents.

	

	 FORMCHECKBOX 

	Standard Consent Form: A copy of the informed consent form(s) is attached to this submission.

	

	 FORMCHECKBOX 

	Waiver of Some or All Elements of Consent or Parental Permission Request to waive the requirement for informed consent from subjects or permission from parents. The Research Plan must explain why: (1) involves no more than minimal risk to subjects, (2) the waiver or alteration will not adversely affect the rights and welfare of the subjects, (3) the research could not practicably be carried out without the waiver; and (4) note if subjects will be debriefed after participation.  
Guidance is available at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.117 Note: Waiver is not allowed for FDA-regulated research unless it meets requirements for Waiver of Consent for Emergency Research (see below).

	
	

	 FORMCHECKBOX 
 
	Waiver of Documentation of Consent, Parental Permission Request to waive documentation of consent if: (1) the only record linking the subject and the research would be the consent document with the principal risk being potential harm from a breach of confidentiality; or (2) the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. The Research Plan should include justification for waiver based on one of these two elements along with information to be provided to participants. When verbal consent will be sought, attach the descriptive information that will be shared with subjects to obtain their consent with this submission.  
Guidance is available at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#subpartd 

	

	 FORMCHECKBOX 
 
	Assent Form: For children or decisionally-impaired persons please attach the assent form to this submission.  
Guidance is available at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.402 

	

	 FORMCHECKBOX 
 
	Waiver of Assent: Request to waive assent from children age 7 or older, or decisionally-impaired persons must be explained as follows: (1) why the individuals  will not be capable of providing assent based on their developmental status or impact of illness; (2) the research holds out a prospect of direct benefit not available outside of the research; and/or (3) [a] the research involves no more than minimal risk to the subjects, [b] the waiver will not adversely affect the rights and welfare of the subjects, [c] the research could not practicably be carried out without the waiver; and [d] whether subjects will be debriefed after participation.  Guidance is available at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.408 

	

	 FORMCHECKBOX 

	Waiver of Consent for Emergency Research:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.116 

	
	


	 BSRHS Research Plan

	

	Use the BSRHS Research Plan Template found at http://richmond.bonsecours.com/physicians-forms-irb-submission-forms.html 
The Research Plan should be written in simple language that a non-scientist can understand.  If a detailed research protocol (e.g., sponsor’s protocol) exists, you may reference that protocol. Be sure the protocol/grant and Research Plan are congruent.

Note: You must address each Section Heading in the Research Plan, NOT simply reference a protocol/proposal.      


	 Submission Checklist                     This checklist must be included with the IRB Initial Review Submission Form

	Note:  If documents are missing or not submitted in the order below, your review will be delayed.

	

	If not applicable, indicate “N/A”

	 FORMCHECKBOX 

	1. BSRHS irb Initial Review Submission Form 

	

	 FORMCHECKBOX 

 FORMCHECKBOX 
 
	2. BSRHS Research Plan  

Required and must follow the template with version number or date, and page numbers. 

Note: A research funding proposal cannot substitute for the BSRHS Research Plan

3. Measures (e.g., surveys, questionnaires, instruments, appendices) Enclosed (if applicable)

Measures must include version number or date, and page numbers

	

	 FORMCHECKBOX 
 
	4. Sponsor’s Protocol Enclosed (if applicable)
If a sponsor’s protocol exists, it must be submitted with the BSRHS Research Synopsis. 

Note: A research funding proposal is not considered a Sponsor’s protocol

	

	 FORMCHECKBOX 
 
	5. Advertisements/Subject Recruitment Materials Enclosed

Materials must include version number or date

	

	 FORMCHECKBOX 
 
	6. Informed Consent/Assent Document(s) Enclosed (if applicable)
Follow the BSRHS IRB Consent Template and include version number or date, and page numbers

	

	 FORMCHECKBOX 

	7. Web page from http://clinicaltrials.gov/ Enclosed (if applicable) Required for all clinical trials 

	

	 FORMCHECKBOX 
 
	8. BSRHS IRB Vulnerable Subjects Form (if applicable)

	

	 FORMCHECKBOX 
 
	9.  FDA Form 1572 

If investigational drugs are involved in the research

	

	 FORMCHECKBOX 
 
	10.  IND or IDE Application 
If evaluating a drug or device and IND or IDE is held by the investigator

	

	 FORMCHECKBOX 
 
	11.  Investigator’s Brochure 

If evaluating a drug or device and the IND or IDE is held by the sponsor

	

	 FORMCHECKBOX 
 
	12. Documentation Regarding Level of Risk 

Particularly if evaluating an investigational medical device or new use for marketed medical device. 


	 FORMCHECKBOX 

	13.  Conflict of Interest Disclosure 

	

	 FORMCHECKBOX 
 
	14.  Research funding Proposal (if applicable, including Departmental Checklist).  

	

	 FORMCHECKBOX 

 FORMCHECKBOX 
 

	15.  Principal Investigator CV (Max 5-6pp) or Biosketch (2-3pp) 

16. Co/Sub-investigators CV (Max 5-6pp) or Biosketch (2-3pp) 

	 FORMCHECKBOX 
 
	17. Training Certification for all Investigators, Research Coordinators

	

	 FORMCHECKBOX 
 
	18. Other:
	     

	

	 FORMCHECKBOX 

	All Investigator(s) and key personnel have signed the Confidentiality Agreement and Statements of Compliance 
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