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	RU Institutional Review Board
Initial Application for Review Form



	
	IRB# (assigned by IRB Office): 

	Date of Current Submission: 
	

	Title of Study: 

	Principal Investigator: 
(must be an RU faculty member)

Department:

Email:


	RU ID#:  
PO Box:   
Phone:     

	Additional Researcher: 
Status:
 FORMCHECKBOX 
 Faculty     FORMCHECKBOX 
 Student

Department:

Email:


	RU ID#:  
PO Box:   
Phone:     

	Additional Researcher: 
Status:
 FORMCHECKBOX 
 Faculty     FORMCHECKBOX 
 Student

Department:

Email:


	RU ID#:  
PO Box:   
Phone:     

	If there are more than 3 researchers, please include additional contact information below:

     


____________________________________________________________________

Some of the items to be completed in this application reference material available on the IRBNet website.  Such documents are indicated in green font.

In preparation for completing the IRB Protocol form, you may want to refer to OHRP’s Decision Chart to determine the level of review:  http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm
Level of Review Requested

(Please keep in mind that the level of review is ultimately the IRB’s decision; more information may be requested, if the protocol requires a higher level than what you requested.)

 FORMCHECKBOX 

EXEMPTION from IRB Review


Complete the following items: 1-19, 29-30
 FORMCHECKBOX 

EXPEDITED Review


Complete the following items: 1-17, 20-30
 FORMCHECKBOX 

FULL IRB Review


Complete the following items: 1-17, 20-26, 29-30
If you are requesting a course exemption (multiple, minimal risk studies for multiple students in a course), please see the Requirements for Course Exemption, available on RU’s IRB website.
Information for all Levels of Review

1.  Dates of your research:
Protocols are approved for a maximum of 1 year.  If the proposed project is intended to last beyond the 1 year approval period, an application for continuing review and re-approval will be necessary prior to the expiration date as indicated on your submission Approval Letter in order to avoid gaps in approval periods.
IRBNet will provide courtesy automated expiration notices to assist you in meeting this deadline but it is the PI’s responsibility to do so to ensure continued approval of your project without interruption or the risk of incurring non-compliance through the use of an expired protocol.
· However, if you feel it is important, the protocol may be approved for less than one year with justification.  If so, please provide the date and the justification for the early expiration date:

Desired early expiration date of your IRB protocol: 
	


NOTE:  The date you are requesting is the end date for all data collection and
 analysis.
Reason for the requested early expiration of your IRB protocol: 
	


2.  Is your research funded or are you seeking funding?  If not, go to item 3.


Funding source (check all that apply)


 FORMCHECKBOX 
 Federal Grant or Contract (include funding approval letter or email copy with your application package.)


Agency Proposal Number:      


Grant Start Date:      

Grant End Date:      

 FORMCHECKBOX 
 State or Municipal Grant or Contract


 FORMCHECKBOX 
 Radford University Foundation Grant


 FORMCHECKBOX 
 Other Private Foundation Grant


 FORMCHECKBOX 
 Corporate Contract


 FORMCHECKBOX 
 Other (specify): 
     
3.  Where will this research be conducted?  Check all that apply and include letters of cooperation, if applicable.

 FORMCHECKBOX 

Radford University Campus


 FORMCHECKBOX 
 
Carilion Affiliated Medical Center


 FORMCHECKBOX 
 
VA Medical Center


 FORMCHECKBOX 

Public or Private School/District(s) (Must provide school and district name(s)):
	



 FORMCHECKBOX 

Off-campus Site(s) (Must provide address(es)):

	


4.  Collaboration

a.
Will this project be in collaboration with another institution?


 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No; if no, go to item 5.

b.
Is Radford University the primary IRB reviewing the research protocol?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No; if no, go to item 5.

c.
Indicate the status of this research project with the other institution’s IRB?

 FORMCHECKBOX 
 pending approval


 FORMCHECKBOX 
 approved (attach approval letter at the end of this application)


 FORMCHECKBOX 
 other institution does not have a human subjects protection review board


 FORMCHECKBOX 
 other (explain):       
5.
Provide a brief description of the purpose of your proposed study.  

	


6.
Describe the methodology of your study.  
a.
What is the design of your study?  Be specific, including but not limited to: the number of subjects expected to be enrolled, subject populations, control groups, study type (e.g., experimental, quasi-experimental, survey, interview, etc.).
	


b.
How will the study be conducted from start to finish from the perspective of the subject?  
· If appropriate, provide a description of the manipulation to be used. 
· Be specific about the methods, instrumentation, and types of data to be collected.   
· Include all questionnaires, surveys, tests, interview questions, or manipulation descriptions.
	


c. 
How will the information be analyzed?
	


d.
How much time is required of each subject?  Include total time and, if appropriate, the time for each session.
	


7.
Consent Form and Process:  See requirements for Informed Consent (located on RU’s IRB website), or justify a request to waive documentation of informed consent.  
Describe how you will obtain informed consent of your subjects.  Include the following as to the method by which the study will be explained to the subjects: 
· How

· Where 
· When

· By whom

Assure that subjects will receive copies of informed consent documentation on university letterhead.  
Describe how the subjects will indicate their consent.  Include consent and assent forms with your application package.  (Note: Exempt submissions do not require Informed Consent; however, if consent is to be obtained, please include the consent documents with this submission for review.) 
	


8.
Describe the measures you will take to maintain confidentiality of information provided by the subjects.  
a. Include how the data will be stored securely for a minimum of 3 years.

	


b. Describe who will have access to the data. 
	


c. Explain whether names of the subjects will be linked to specific information.

	


9.
Will the subjects receive any compensation for participating (money, course credit, other means of payment; see Requirements of Compensation)?  If yes, will compensation be prorated? 


 FORMCHECKBOX 
 no


 FORMCHECKBOX 
 Yes; please explain: 
	


10.
Provide the following information:

a.
Describe your qualifications for conducting this particular study.  What is your experience with the procedures and instrumentation to be used in the study?  If you are a student, which faculty member(s) will supervise the research and what are his/her qualifications? 

Include vitas or resumes of all involved with data collection in your application package.
	


b.
Describe your target population in detail, including the requirements and characteristics of the study population.  
· Include, as applicable, sex, age range, health or medical status, and status as children or minors, prisoners, mentally disabled, or institutionalized.  
· Include the rationale for using this population in the context of the study’s purpose. 
· Note that the selection of subjects must equitably distribute the risks and benefits of participation across the population.
	


c.
Specify how the subjects will be sampled, recruited, or otherwise enlisted as participants in the study.  
· Specific sampling procedures must be included.

· An ad must specify (1) it is a research study, (2) the ages of those eligible to participate, (3) the purpose of the study, (4) if benefits are included, (5) the name of the contact person and how to reach her/him, and (6) the name of the institution.    
· Include recruitment materials with your application package.
	


d.
Describe all risks for human subjects associated with participating in your study, citing references from the relevant literature.  Include the likelihood and seriousness of the risks.  (Risks could be physical, psychological, social, legal, delayed and may result from your experimental procedures, or your methods of obtaining, handling, or reporting data.)  Please note that all research carries some risk, so you may say “risk is minimal” or “no more than would be encountered in everyday life,” if appropriate.
	


f.
Describe how the research team will correct any harmful or adverse conditions that may arise as a result of the study.
	


g.
For each risk identified, describe other methods that were considered that would reduce or eliminate these risks, and explain why they will not be used. 
	


h.
Describe how you will minimize or protect against potential risks to subjects throughout the study, including emergency procedures, confidentiality safeguards, debriefing procedures, security measures for storing data. 
	


i.
Describe all benefits to the individual subjects and/or society associated with your study.  If there is no direct benefit to the subject, state this.
	


j. 
Describe the materials, equipment, and other resource requirements for your study.  If any type of electrical equipment will be connected to the subjects, give the names and qualification of the individual who will check for electrical safety.

	



Include a letter from that person that indicates his/her level of involvement with the project.  Also include a recent certification of electrical equipment safety. Please note that the electrical certification cannot run out during the course of the study.
11.
Does the research present more than minimal risk to human subjects?


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 no 

NOTE:  Minimal risk is defined as “the probability and magnitude of harm or 
discomfort anticipated in the research are not greater in and of themselves 

than those ordinarily encountered in daily activities or during the performance 

of routine physical or psychological examinations or tests” (45 CRF 46 102(i).
12.
Project Populations:

a. Is the project specifically designed to involve subjects who are (check all that apply)?
 FORMCHECKBOX 

Pregnant women

 FORMCHECKBOX 

Prisoners

 FORMCHECKBOX 

Persons who are cognitively impaired (e.g., brain damaged, psychiatric patients, mentally retarded)

 FORMCHECKBOX 

Persons with physical handicaps

 FORMCHECKBOX 

Institutionalized
 FORMCHECKBOX 

Persons under the age of 18

 FORMCHECKBOX 

Students currently under the instruction of the researcher 

· If checked, please describe safeguards that will be implemented to protect against coercion or undue influence for participation:       
 FORMCHECKBOX 

Other (Describe):       
b.   
Justify the use of the above population(s):  
	


c. 
Provide the number of human subjects anticipated per population (whether 

vulnerable or not):

	


d. Please specify whether any of these populations are included due to convenience (e.g., a readily available and localized population typically sought for ease of access that may or may not completely fit your study criteria, this may include students in your class versus students at RU or other institutions nationwide, or persons at your place of employment versus a properly randomized sample of subjects taken from your entire community, region or state):

	


13.
Will information about human subjects be recorded in such a 
 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 no

manner that subjects can be identified directly or through identifiers

linked to them?







14.
Does the research deal with sensitive aspects of the subject’s
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no

behavior; sexual behavior, alcohol use or illegal conduct such 


as drug use? 








15.
Could the disclosure of subjects’ responses reasonably place
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no

them at risk of criminal or civil liability, or damage the  subjects’



financial standing, employability, or reputation?

16.
Will you be audio-recording or video-recording your subjects?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no

a. Provide a justification for the use of audio/video recording.
	


b.
How will data within the recordings be retrieved/transcribed?

	


c.
Where will the recordings be stored?
	


d.
Who will have access to the recordings?
	


e.
Who will transcribe the recordings?

	


f.
When will the recordings be erased/destroyed?

	


17.
Will you be gathering health-related data from the subjects or 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no
accessing the subjects’ health-related information?


If yes, please explain the type of data or information: 
	


If yes, please include a HIPAA Form with your application package.
If you answered YES to items 11, 13, 14, 15, 16, and/or 17, your project may be Expedited. Please go to item 20.

POSSIBLY EXEMPT

(Please keep in mind that EXEMPT means that your study will not require an EXPEDITED or FULL Review.  You still need to submit a completed protocol application to the IRB Administrator.)

18.
Will the only involvement of human subjects be in one or more 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no

of the categories listed below? Please check the category that might

make this study eligible for EXEMPTION from IRB review.


1.  FORMCHECKBOX 

The research is conducted in established or commonly accepted educational
 settings, involving normal education practices.

2.  FORMCHECKBOX 

The research involves the use of educational tests, survey procedures, interview 

procedures, or observation of public behavior with adult subjects.

3.  FORMCHECKBOX 

The research involves subjects over 17 and involves the use of educational tests or
observation of public behavior without the researchers being involved in the 
activities being observed.

4.  FORMCHECKBOX 

The research involves the collection or study of existing data, documents, records, 
or pathological or diagnostic specimens.

5.  FORMCHECKBOX 

The research studies, evaluates, or examines public benefit or service programs.

6.  FORMCHECKBOX 

The research involves taste and food quality evaluation or consumer acceptance 

studies.

19.
If you are requesting that your research be exempt from IRB review, explain how the category you checked in item 18 applies to your research:

	


If you feel that your Application meets the criteria for an EXEMPTION from Board Review, go to item 29.

POSSIBLY EXPEDITED REVIEW

20.
Describe how you will obtain informed consent and/or institutional authorization for access to subjects, if children or minors, cognitively impaired, or institutionalized subjects are involved.
	


21.
Does the research involve an intervention?  Does the research involve human subjects participating in procedures specifically designed to directly modify the knowledge, thinking, attitudes, feelings, or other aspects of the behavior of subjects for a substantial period of time (i.e., past the time the subject is involved in the study)? 
 FORMCHECKBOX 
 NO


 FORMCHECKBOX 
 Yes; please explain:  
	


22.
Will this study involve drugs, chemical agents (dosages), ionizing radiation, non-ionizing radiation (microwaves, lasers), or high intensity sound?


 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 Yes; please explain:  
	


23.
Does this study give false or misleading information to subjects or withhold information such that their informed consent is in question? If so, Deception Release Form and a debriefing statement that states the true purpose of the study must be included with your application package.  


 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 Yes; please explain: 
	


24.
Are the procedures to be used new or innovative (not established and accepted)?


 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 Yes; please explain: 
	


25.
Will the procedures cause any degree of discomfort, harassment, invasion of privacy, risk of physical injury, or threat to the dignity of subjects, or be otherwise potentially harmful to subjects?


 FORMCHECKBOX 
 no


 FORMCHECKBOX 
 Yes; please explain: 
	


26.
Can the potential risks from the conduct of this study be considered to outweigh the potential benefits to the subjects?


 FORMCHECKBOX 
 no


 FORMCHECKBOX 
 Yes; please explain: 
	


If you answered Yes to any of items 21 through 26, then it may require a FULL BOARD REVIEW; go to item 29
If you answered NO to items 21 through 26, then go to item 27.  Your protocol may be eligible for an EXPEDITED REVIEW.
27.
Does the research involve only procedures included in the categories

listed below? (Please check the category that makes the research 





eligible for Expedited Review.  Check all that apply.)
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 no; 
Go to Item 30
1.  FORMCHECKBOX 

The research involves clinical studies of approved drugs and medical devices.

2.  FORMCHECKBOX 

The research involves collection of blood samples by finger stick, ear stick, or
venipuncture from healthy nonpregnant adults.

3.  FORMCHECKBOX 

The research involves prospective collection of biological specimens for research
purposes for noninvasive means.

4.  FORMCHECKBOX 

The research involves collection of data through noninvasive procedures routinely
employed in clinical practice.

5.  FORMCHECKBOX 

The research involves materials (data, documents, records, or specimens) that

have been collected or will be collected solely for nonresearch purposes (such as
medical treatment or diagnoses).

6.  FORMCHECKBOX 

The research involves collection of data from voice, digital, or image recordings
made for research purposes.

7.  FORMCHECKBOX 

The research is on individual or group characteristics of behavior (including, but
not limited to research on perception, cognition, motivation, identity, 
communication, cultural beliefs or practices, and social behavior) or the research employs survey, interviews, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies).
28.
If you are requesting that your research be reviewed using the expedited procedure, explain how the category you checked above (in item 27) applies to your research:
	


29.
Have you included the following in your application package?  
a. Funding approval letter for federally funded projects
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

b.
Letters of cooperation
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
c.
Other institution’s IRB approval letter
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

d.
Instruments (tests, questionnaires, interview questions,
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a


data collection sheet templates, etc.)
e.
Content of manipulation 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
f.
Consent forms
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

g.
Assent forms
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

h.
Vitas of all researchers involved in the study
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
i.
Investigator Agreements for all researchers
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a


involved in the study
j.
Recruitment documents
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
k.
Letter from person involved in electrical equipment
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
l.
Certification of electrical equipment safety
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a
m.
HIPAA form
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

n.
Deception release form and debriefing statement
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 n/a

30.
Have you and all other investigators listed on this protocol 

completed the online IRB training and passed the test?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NO


Please keep in mind that an IRB protocol cannot be approved until all those with access to the data have met this requirement.

 FORMCHECKBOX 
  I certify that the information entered above is correct. I understand that submission of false or incorrect data can result in suspension of my research at Radford University.  Final submission of this form into the IRBNet online system within my account constitutes my signature for this form.

Initials of Primary Investigator:       

Radford University ID#:  
Revised 1/9/14 - beta 4/28/14
Radford University IRB Initial Application for Review – Beta – Blue Boxes
3

