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APPLICATION FOR APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTS
EVMS Institutional Review Board


Instructions:  Please submit this form to the IRB Office, attaching the IRB protocol, abstract, data collection instruments, consent forms and/or informational letters, letters of approval from agencies, hospital impact statement(s) and other supporting documents.  

HANDWRITTEN DOCUMENTS WILL NOT BE ACCEPTED BY THE IRB OFFICE.

ALL DOCUMENTS INCLUDED IN THE SUBMISSION MUST BE PAGINATED.
	IRB Number:
(If assigned)
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

	Person Preparing This Submission

	Name:
	     
	Role:
	 FORMDROPDOWN 


	Address:
	     

	Phone Number(s):
	     
	E-Mail:
	     


	INVESTIGATORS AND/OR RESEARCH TEAM MEMBERS (List only individuals for whom EVMS will provide IRB approval)

	Name
	Department and Address
	Role

	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 



	1. 
	TYPE OF REVIEW: Review the sub-categories and check the appropriate box (check only one)

	 FORMCHECKBOX 

	FULL BOARD REVIEW:  (A $1,500 review fee is charged unless a “Wavier of IRB Fee” form is submitted with this application and approved by the Office of Research Subjects Protections.)

	 FORMCHECKBOX 

	EXPEDITED REVIEW:  Insert the Category number below that supports the type of review:   FORMDROPDOWN 
      

	(1)
Clinical Studies of drugs or devices when:  [1a] Drugs: IND not required;  [1b] Devices:  IDE not required.
(2)
Collection of blood samples.  CLICK HERE AND PRESS F1 FOR GUIDANCE:  ►      
(3)
Prospective collection of biological specimens for research purposes by noninvasive means.
(4)
Collection of data through noninvasive procedures routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.
(5)
Research involving materials that have been collected, or will be collected solely for non-research purposes.
(6)
Collection of data from voice, video, digital, or image recordings made for research purposes.

(7)
Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation human factors evaluation, or quality assurance methodologies.

	 FORMCHECKBOX 

	EXEMPT REVIEW: Insert the Category number below that supports the type of review:   FORMDROPDOWN 
     

	(1)
Research, conducted in established or commonly accepted educational settings,that specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction.
(2)
Educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording). [May not apply to those <18 years old.  If not, defaults to Expedited or Full Board review.]
(3)
Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection. [Does not apply to those <18 years old.]
(4)
Secondary research use of identifiable private information or identifiable biospecimens, if: (i) the identifiable private information or identifiable biospecimens are publicly available, or (ii) if information is recorded anonymously, or (iii) the  research involves only collection and analysis of information and the investigator's use of identifiable health information is HIPAA regulated.
(5)
Federal Dept/Agency Research & Demonstration projects.
(6)
Taste & Food Quality Evaluation & Consumer Acceptance Studies.


	2. 
	REQUIRED TRAINING:

	It is necessary for all investigators, co-investigators, and research team members to complete human subjects protection training in order to receive IRB approval to proceed with research using human subjects, their data, or biological samples.  Training opportunities and requirements can be found at  IRB TRAINING LINK. 

	Contact the Office of Research at (757) 446-8480 for additional information on all research training requirements.


	Please note that Bloodborne Pathogen Training is mandated annually for EVMS faculty and staff with potential exposure to blood/body fluid by the Occupational Safety and Health Administration (OSHA).

	Contact the Occupational Health Department at 446-5870 for additional information.


	3. 
	CONFLICT OF INTEREST POLICY:

	If your project is sponsored you must meet the EVMS COI Policy requirements before a final approval can be issued.  You also must notify the IRB of the COI determination.
Refer to the Office of Research Policy on Conflicts of Interest in Research and Sponsored Projects (COI).

For questions regarding the COI Policy and COI submissions contact the Office of Research at 446-8480.


	4. 
	THIS STUDY WILL BE ACTIVE AT THE FOLLOWING LOCAL SITES: (Be sure to list site for ALL phases of the research)

	 FORMCHECKBOX 
 Bon Secours DePaul Medical Center
	 FORMCHECKBOX 
 Bon Secours Maryview Hospital
	 FORMCHECKBOX 
 Bon Secours Mary Immaculate Hospital

	 FORMCHECKBOX 
 Children’s Hospital of The King’s Daughters
	 FORMCHECKBOX 
 Children’s Specialty Group
	 FORMCHECKBOX 
 Eastern Virginia Medical School

	 FORMCHECKBOX 
 Sentara Albemarle Hospital *
	 FORMCHECKBOX 
 Sentara Belle Harbour
	 FORMCHECKBOX 
 Sentara CarePlex Hospital

	 FORMCHECKBOX 
 Sentara Halifax Hospital *
	 FORMCHECKBOX 
 Sentara Independence 
	 FORMCHECKBOX 
 Sentara Leigh Memorial Hospital

	 FORMCHECKBOX 
 Sentara Medical Group Practice
	 FORMCHECKBOX 
 Sentara Norfolk General Hospital
	 FORMCHECKBOX 
 Sentara Northern VA Medical Ctr.*

	 FORMCHECKBOX 
 Sentara Obici Hospital
	 FORMCHECKBOX 
 Sentara Princess Anne Hospital
	 FORMCHECKBOX 
 Sentara Virginia Beach General Hospital

	 FORMCHECKBOX 
 Sentara Williamsburg Reg. Med. Ctr.
	 FORMCHECKBOX 
 Shore Health Services
	 FORMCHECKBOX 
 Urology of Virginia

	 FORMCHECKBOX 
 Virginia Oncology Associates
	* Reviews may be limited to data collection studies only

	
(4a.)
Other local or international site for this IRB application (specify name and include the complete address): 
	TYPE

	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 



	5. 
	OTHER SITES:

	In addition to the local sites listed above, is this study also conducted at any national or international sites?
	 FORMCHECKBOX 
 No      
	 FORMCHECKBOX 
 Yes


	6. 
	TYPES OF PARTICIPANTS:  (CHECK ALL THAT APPLY)

	 FORMCHECKBOX 
 Children (specify age range):        
	 FORMCHECKBOX 
 Adults (specify age range):        
(NOTE: Adults 90 or older must be grouped into one category per HIPAA regulations.

	 FORMCHECKBOX 
 Students/Employees
	 FORMCHECKBOX 
 Healthy Volunteers
	 FORMCHECKBOX 
 Critically Ill Patients

	 FORMCHECKBOX 
 Cognitively Impaired Individuals
	 FORMCHECKBOX 
 Subjects in Emergency Conditions
	 FORMCHECKBOX 
 Economically Vulnerable Subjects

	 FORMCHECKBOX 
 Pregnant Women
	 FORMCHECKBOX 
 Fetus(es)
	 FORMCHECKBOX 
 Prisoners

	 FORMCHECKBOX 
 Specimens (blood, tissue)
	 FORMCHECKBOX 
 In vitro fertilization
	 FORMCHECKBOX 
 Other: (specify):      

	 FORMCHECKBOX 
 Medical Records – check type:  Electronic  FORMCHECKBOX 
  Hard Copy  FORMCHECKBOX 

	


	7. 
	SOURCE OF SUBJECTS: (CHECK ALL THAT APPLY)

	 FORMCHECKBOX 
 My Practice
	 FORMCHECKBOX 
 Referral from Other Physicians
	 FORMCHECKBOX 
 Medical Records

	 FORMCHECKBOX 
 Outpatients/Clinics
	 FORMCHECKBOX 
 Stored/Banked Human Specimens
	 FORMCHECKBOX 
 Other, Explain in Protocol

	NOTE:  All advertisements or other materials used to recruit subjects must be submitted for IRB approval.


	8. 
	CONSENT PROCEDURES: (CHECK ALL THAT APPLY)

	8a.
Consent to be Obtained from:
	8b.
Consent to be obtained by:

	 FORMCHECKBOX 
 Patient/Subject
	 FORMCHECKBOX 
 Principal investigator

	 FORMCHECKBOX 
 Parent(s)/Guardian
	 FORMCHECKBOX 
 Co-investigator(s)

	 FORMCHECKBOX 
 Legally authorized representative
	 FORMCHECKBOX 
 Research Team Members not on protocol (list below)

	 FORMCHECKBOX 
 Assent to be obtained from subjects age       to      
	


	8c.
List others not identified on Page 1 who may obtain research consent (e.g., nursing staff, etc.)  Any individual listed in this section must meet all appropriate EVMS training requirements and complete CITI training.

	Name:
	Relationship to the Study:
	List ALL Specific Qualifications to conduct the informed consent process:

	     
	 FORMDROPDOWN 

	     

	     
	 FORMDROPDOWN 

	     

	     
	 FORMDROPDOWN 

	     


	8d.
WITNESS:  In most cases, a witness signature is not required unless consent is obtained orally.  If a witness signature is preferred by the investigator or sponsor, please explain below and include the appropriate signature box on the subject consent form(s). 

	     


	9. 
	WAIVER REQUESTS:  (CHECK ALL THAT APPLY)

	Are you requesting that the IRB waive, or alter, the requirements for obtaining subject consent for this study?

If yes, an “Application for Waiver of Consent” must be completed and attached to ALL copies of the submission.
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
  Yes

	Are you requesting that the IRB allow access to or the use of Protected Health Information (PHI) without obtaining subjects permission?

If yes, an “Application for Waiver of Authorization for the Use of Protected Health Information (PHI)” must be completed and attached to ALL copies of the submission
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
  Yes


	10. 
	SUBJECT PARTICIPATION:  *All items must be answered.  If applying for a medical record review, length of active participation and follow-up should be answered as “Not Applicable”.

	ITEM
	INSERT LENGTH OF TIME, NUMBER OR DATE

	Length of time for active participation (as defined in protocol)
	     

	Follow-up (long-term follow-up after study completion)
	     

	Number of local subjects or medical records or samples
	     

	Total number of subjects or records or samples across all sites
	     


	11. 
	ARE THE FOLLOWING ASSOCIATED WITH THE RESEARCH STUDY? Please check “Yes” or “No” for all line items.

	
11a.
Supplementary Documents Included with this submission: 

	Subject Diary
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Questionnaires or Psychological Instruments
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Federal Grant Application (NIH, DoD, etc.)
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Investigator Brochure
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Drug Package Insert
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       


	Data Collection Tool (with a key to all field headings)
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Subject ID Key to keep identifiers separate
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Advertisements / Flyers / Patient Information Sheets 
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Other, Please Explain:       
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	Other, Please Explain:       
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert identifier:       

	
11b.
Research-related Use of Any of the Following: 

	Investigational Drugs/Biologics:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes, insert IND#:       

	FDA Approved Drug(s) for an Unapproved Use

If Off-Label Use, an IND is not always required.  If sponsor cooperating with goal of extending use of drug an IND is required
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	FDA Approved Drug(s) for an Unapproved Subject Group

If Off-Label Use, an IND is not always required.  If sponsor cooperating with goal of extending use of drug an IND is required
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Investigational Devices: 
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	IDE#:      and Date:      

	Risk Assessed by Sponsor 
	
	
	 FORMCHECKBOX 
 Significant Risk (SR)

 FORMCHECKBOX 
 Non-Significant Risk (NSR)

	Humanitarian Device Exemption:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	HDE #:       

	Expanded Access:   FORMCHECKBOX 
  Drug or  FORMCHECKBOX 
  Device
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	IND or IDE #:      

	
11c.
Design of Study: 

	Placebo Controlled
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Blinded
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes,   FORMCHECKBOX 
 Double Blind  or   FORMCHECKBOX 
 Single Blind

	Randomized
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Anonymous Survey or Questionnaire
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Banking of Tissue / Specimen / Data 
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Retrospective Review of Records or Information
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Registry Study
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Expanded Access – Contact IRB office for guidance
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Compassionate Use – Contact IRB office for guidance
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Other:       
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	
11d.
Safety Measures: 

	Data/safety monitoring is included in the study.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If yes, details must be provided within the protocol or as an attachment.

	Please specify the type of monitoring:

	Local data and safety monitoring plan in place
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Sponsor reviews adverse events, interim findings and relevant literature
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Data Safety Monitoring Board [DSMB], Data Monitoring Committee (DMC) or other similar body in place
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Other measures:

	Certificate of Confidentiality (for genetic research involving identified samples or for other sensitive information)
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Other:       
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	
11e.
Use Of Specimens Or Data:  Tissue/data banking and genetic research require additional protections for subjects. 

	Genetic research will be done on biologic samples. 
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes,   FORMCHECKBOX 
  Samples will be de-identified

             FORMCHECKBOX 
  Samples will be identified

	Gene therapy vectors or recombinant DNA products will be used.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If Yes,  EVMS Biosafety Committee Approval 

IBC #         approved on       

	Cell lines will be developed
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Cell lines from unidentified subjects will be used in this research study.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Samples/data will be used and kept for the use of this study only.

The intent is NOT TO ESTABLISH or CONTRIBUTE TO a “tissue/data bank.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	Samples/data will be stored/banked for the use of the investigators OR others.
The intent is TO ESTABLISH or CONTRIBUTE TO a repository or bank.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       
 FORMCHECKBOX 
  Samples will be de-identified

 FORMCHECKBOX 
  Samples will be identified

	If yes, provide the IRB # for protocol to govern collection and storage of samples:   
	IRB #:        

	Certificate of Confidentiality (for genetic research involving identified samples)
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       

	
11f.
Sponsor and/or Granting Agency: 

	Sponsor is a Federal granting agency.

[If Federally funded, you must submit the entire grant with this application.]
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Name of Sponsor:       

	Sponsor is a commercial company.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Name of Sponsor:       

	Sponsor is a non-profit granting entity.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Name of Sponsor:       

	Sponsor is academic/hospital department or personal funds.
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Name of Sponsor:       

	IF YES TO ANY OF THE ABOVE, PLEASE ANSWER THE FOLLOWING QUESTIONS

Who is the Principal Investigator on the award?         
To which entity/institution is the primary award made?        

	Unsupported, no funding
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	Comments:       


	12. 
	TO THE BEST OF YOUR KNOWLEDGE, HAS THIS STUDY ALREADY BEEN SUBMITTED TO OR APPROVED BY AN EVMS IRB UNDER ANOTHER INVESTIGATOR?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
  Yes
	If yes, provide:  Investigator’s Name:         and IRB #:       


	13. 
	PI VERIFICATION OF SCIENTIFIC REVIEW AND ACCEPTANCE STATEMENT:

	It is necessary for each principal investigator to verify the scientific merit of a new study before submitting the study for IRB review.  Based on information submitted by the principal investigator, the appropriate department chair (or designee), certifies the conduct of the study under his/her department.

	By signing below, you confirm that you have sufficient staff and facilities to conduct this study

	By signing below, you agree to abide by the EVMS IRB Assurance which specifies compliance with OHRP Regulations for Protection of Human Research Subjects, and you agree to conduct your research: 1) according to the guidelines of this statement, 2) according to human subjects regulations outlined in the human subjects training you have completed, and 3) according to the information you supplied in this Application.

	By signing below, you understand you must obtain written IRB approval before initiating any research procedures or activity.

	PRINCIPAL INVESTIGATOR SIGNATURE:
	DATE OF SIGNATURE

	
	_____ / _____ / _____

	Printed Name:
	     
	Department: 
	     


	14. 
	DEPARTMENT CHAIR CERTIFICATION:

	This protocol has been reviewed by me or an appropriate designee and I agree that this study has scientific merit.

	DEPARTMENT CHAIR OR DESIGNEE OR SIGNATURE:
	DATE OF SIGNATURE

	Signature:
	
	_____ / _____ / _____

	Printed Name:
	     
	Department: 
	     


THIS SECTION FOR IRB USE ONLY 

Final Disposition:
	REVIEW CATEGORY
	ACTION
	CONTINUING REVIEW DEADLINE

	( Exempt
	( Approved
	Submit no later than:
____ / ____ / ____

	( Expedited
	( Disapproved
	

	( Full (Convened) Board 
	
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	
( IRB Chair               ( IRB Vice Chair               ( IRB Member



EVMS IRB #:	______ - ______ - ______ - ___________


IRB APPROVAL DATE:	_______ / _______ / _______


EXPIRATION DATE:	_______ / _______ / _______
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