Checklist for Researchers

Institutional Review Board for the Social and Behavioral Sciences  

University of Virginia

To submit your protocol to the IRB-SBS, please follow these steps:
1. Submit one electronic copy of all of your materials to irbsbs@virginia.edu. These materials include:
a.  FORMCHECKBOX 
 Protocol Form 

b.  FORMCHECKBOX 
 Request for Exemption Form (Submit ONLY if your proposal qualifies for exemption status.)

c.  FORMCHECKBOX 
 Protocol Status Form (for fourth year review of continuing protocols ONLY)

d.  FORMCHECKBOX 
 Consent Form(s) (if applicable)

e.  FORMCHECKBOX 
 Debriefing Form and Post-Debrief Release Form (if applicable)

f.  FORMCHECKBOX 
 Data Release Form (if applicable) 

g.  FORMCHECKBOX 
 Materials Release Form (if applicable)

h.  FORMCHECKBOX 
 All materials used to contact participants, including flyers, advertisements, letters, and emails.  If you will contact them in person, please provide an oral script outlining what you will say to participants. Please include your IRB-SBS number on the materials (you will receive your number after you submit; include the number on the final draft).   

i.  FORMCHECKBOX 
 All instruments, surveys, interview questions, observation checklists, data extraction forms, etc, to be used in study.  The IRB-SBS has a collection of instruments (listed on our website at http://www.virginia.edu/vprgs/irb/sbs_library.html). If you are using one of the listed instruments, you don’t need to submit it, but instead indicate in 9b which instrument you will use. 
2. Submit one hard copy of the following signed materials:
a. Protocol signature pages with all appropriate signatures.

b. Investigator’s Agreement with all appropriate signatures.
Please note: Signed materials can be submitted by mail, fax (924-1992), or email (scanned document to irbsbs@virginia.edu). Please see our website for submission directions (http://www.virginia.edu/vprgs/irb/contact_protocoldrop.html).
3. Make sure that you have completed or updated the IRB-SBS Online Training Module so that you are certified to conduct human subjects research (the certification is valid for three years).  All researchers listed on the protocol including the Principal Investigator, Faculty Advisor, and any other researchers must complete the Online Training.  If you do not complete the Online Training, it will prevent our office from sending approval/ exemption letters.  Please visit our website (http://www.virginia.edu/vprgs/irb/training.html) to access the Online Training Module.  

Before you email your submission, please review the following: 
1.  FORMCHECKBOX 
 Provide the protocol number provided for resubmissions, fourth year review, or re-openings.

2.  FORMCHECKBOX 
 Describe the study in lay terms. 

3.  FORMCHECKBOX 
 Proofread the protocol to assure that grammar and spelling are correct.

4.  FORMCHECKBOX 
 Follow the “Guidelines for Preparing the Informed Consent Agreement” in the “General Consent Template”; for ethnographic work which meets the criteria, follow the “Alternative Consent and Risk Reduction Procedures” found on the Forms page of the IRB-SBS website.

5.  FORMCHECKBOX 
 DO NOT submit blank forms or forms that do not apply to your protocol. 
IRB-SBS Review Procedures:

1. After the IRB-SBS receives your materials, a member of our staff will pre-review your materials to verify that everything is submitted properly.  Pre-review submissions will not be subject to deadlines but instead will be accepted and processed on an on-going basis.* 
2. Within three to five business days you will receive a response from an IRB-SBS staff member outlining suggested revisions for the protocol.

3. When the protocol has completed the pre-review process, the IRB staff member will recommend your protocol for either full board review or expedited review. 

4. The protocol will then be reviewed by an IRB-SBS member in an expedited review, or it will be assigned to the next available full board meeting.* Please note that the IRB-SBS committee member conducting the expedited review could require that the protocol be reviewed at the full board meeting. 
5. After the protocol is reviewed by the Board, you will receive an email confirmation regarding the IRB-SBS decision and further directions for revisions or resubmission, if necessary.  If/when the protocol is approved or exempt, you will receive an email confirmation followed by a hard copy letter which will include stamped consent forms. Do not conduct your research until you have received confirmation of your approval or exemption. Please use the stamped consent forms as your master copy.
If you have questions regarding your submission, please contact the IRB-SBS office at 434-924-5999 or irbsbshelp@virginia.edu.
*A protocol is generally sent to the full board because of the level of risk to participants. If your protocol is likely to be more than minimally risky to the participants, and if you need to have the protocol reviewed by a certain meeting, we recommend that you submit your protocol two weeks prior to the meeting date. The protocol will go through a pre-review process which can take 3-5 days. Our office sets the agenda for a meeting by 5:00p.m. Tuesday the week prior to the meeting; in order to make a meeting, you must submit a revised version of your protocol and its accompanying materials to your pre-reviewer at that time. 

In order for our office to process the protocols and for our reviewers to have time to adequately review the protocols, we must adhere to this cut-off schedule. It is likely that the Board will have revisions for your protocol (which can be reviewed outside of a full board meeting), or they may ask that you resubmit to the full board. We recommend that you plan for at least a month’s time for your review. The IRB-SBS cannot accommodate last-minute review requests. There are no exceptions to this policy.
INVESTIGATOR AGREEMENT

Institutional Review Board for the Social and Behavioral Sciences (IRB-SBS) 

UNIVERSITY OF VIRGINIA

Title of Study: 
     









IRB-SBS Protocol Number: 
     





BY SIGNING THIS DOCUMENT, THE INVESTIGATOR AGREES:

1. That no participants will be recruited or entered under the protocol until the Investigator has received the final approval or exemption letter signed by the Chair of the Institutional Review Board for the Social and Behavioral Sciences (IRB-SBS) or designee.

2. That no participants will be recruited or entered under the protocol until all key personnel for the project have completed their yearly human investigation educational requirement.

3. That any modifications of the protocol or consent form will not be initiated without prior written approval from the Chair of the IRB-SBS, except when necessary to eliminate immediate hazards to the participants.

4. That any deviation from the protocol and/or consent form, adverse events that are serious, unexpected and related to the study or a death occurring during the study will be reported promptly to the SBS Review Board in writing.

5. That all protocol forms for continuations of this protocol will be completed and returned within the time limit stated on the renewal notification letter.

6. That if this study involves any funding or resources from a source outside UVA, the Investigator will contact the Office of Sponsored Programs regarding the need for a contract and letter of indemnification.  If it is determined that either a contract or letter of indemnification is needed, participants cannot be enrolled until these documents are complete.

7. That all participants will be recruited and consented as stated in the protocol approved or exempted by the IRB-SBS board.  If written consent is required, all participants will be consented by signing a copy of the consent form that has a non-expired IRB approval stamp.

8. That the IRB-SBS office will be notified within 30 days of a change in the Principal Investigator for the study.

9. That the IRB-SBS office will be notified within 30 days of the closure of this study.

10. That all researchers involved in the protocol including the Principal Investigator and the Faculty Advisor have completed the Online Training module and are certified to conduct this study. 
     









     



Principal Investigator


Principal Investigator 


Date

(Name Printed)



(Signature)

FOR STUDENT AND STAFF PROPOSALS ONLY

BY SIGNING THIS DOCUMENT, THE FACULTY ADVISOR AGREES:

1.
To assume overall responsibility for the conduct of this investigator.

2.
To work with the investigator, and with the SBS Review Board, as needed, in maintaining compliance with this agreement.

3.
That the Principal Investigator is qualified to perform this study.

     









     



Faculty Advisor



Faculty Advisor



Date

(Name Printed)



(Signature)

     




Title of Faculty Advisor


The SBS Review Board reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further experimentation are prohibitive, or (2) the above agreement is breached.

IRB-SBS # (Office Use Only)     
Human Subjects Research Protocol Submitted for Review to the

Institutional Review Board for the Social and Behavioral Sciences

University of Virginia

GENERAL INFORMATION

1. Project Title:      
2. Type of submission (check one):
 FORMCHECKBOX 
New Protocol

 FORMCHECKBOX 
Resubmission of previously rejected protocol

 FORMCHECKBOX 
Updated Protocol Form (includes all previous modifications)
 FORMCHECKBOX 
Reopening expired protocol

If you checked Resubmission, Fourth year submission or Reopening, provide the IRB-SBS protocol

number:      
3. Principal Investigator:
Name:      
Professional Title:      
School, Department or Center:      
Division (if applicable):      
Messenger Mail Address:      
Mailing Address (only if messenger mail address is not available):      
Telephone:      
UVA e‑mail address (no aliases, please):      
Your computing ID is used for tracking on-line human subjects training.

Preferred e-mail address for correspondence (if applicable):      
Are you (Please check all that apply):
 FORMCHECKBOX 
Faculty

 FORMCHECKBOX 
Graduate Student

 FORMCHECKBOX 
Undergraduate Student

 FORMCHECKBOX 
Staff

This research is for (Please check all that apply):
 FORMCHECKBOX 
Class project
 FORMCHECKBOX 
Master’s thesis

 FORMCHECKBOX 
Doctoral dissertation

 FORMCHECKBOX 
Faculty research
 FORMCHECKBOX 
Other (Describe):      
Primary contact for the protocol (if other than the principal investigator): 

Name:        Email:       Phone: 

     

Please make sure that this information is current with our office.  If you need to update this information, please email our office at irbsbs@virginia.edu.  

Signature of Principal Investigator:  ___________________________________

4. Anticipated start and completion dates for collecting and analyzing data:      
5. Funding source: If research is funded, please provide the following:

grant name (or name of the funding source):       funding period (month/year):       
grant number:      
6. Please list all other researchers in this study that are associated with UVA.* Please provide the following information for each researcher: Name, UVA email address (no aliases, please.)  
     
Please list all other researchers not associated with UVA.* Please provide the following information for each researcher: Name, Institution, Phone Number, Mailing Address, Email Address.
     
* Please only list researchers that are working directly with human subjects and/or their data.  All researchers listed on the protocol must complete the IRB-SBS Training or provide proof of completing IRB training at their institution.  If you have any questions about whether a researcher should be listed on the protocol or if a researcher has completed training, please contact our office (irbsbshelp@virginia.edu). Proof of training can be submitted to our office via fax (434-924-1992), by mail (PO Box 800392 Charlottesville, VA 22908-0392) or by email (irbsbs@virginia.edu).
7. Faculty Advisor (Must be completed for all student and staff research proposals.):

Name:      
School, Department or Center:      
Division (if applicable):      
Messenger mail address:      
Telephone:      
UVA e‑mail address (no aliases, please):      
Your computing ID is used for tracking on-line training.

Faculty Advisor, please note.  In signing this document, you verify that you have reviewed the protocol and approve of the procedures described therein.  Also, in order to act as the Faculty Advisor for this student, you must complete the IRB-SBS Online Training.  If you have any question about your training status, please contact our office (irbsbshelp@virginia.edu).  Training is valid for three years.  

Signature of Faculty Advisor:  ______________________________________

DESCRIPTION OF THE RESEARCH STUDY

8.
Brief Description of the Research.  Write an original, brief, non‑technical description of the project 

addressed to lay members of the SBS Review Board.  If you have multiple phases to your study, please outline each phase.  Do not copy the abstract from your grant proposal.  Include in your description:

a.

Your research hypothesis or question: 
     
b.

A narrative that explains the major constructs of your study:
     
c.

The methodology:
     
d.

From where/whom the data will be collected:
     
e.

How the data will advance your research hypothesis or question: 

     
f.

A brief description of the investigator(s)’ and faculty advisor’s (where applicable) experience in working with this population: 

     
9. 
What will the participants do in the study?  Describe all steps the participants will follow.  What do the data consist of?  (Please submit one copy of all instruments, surveys, interview questions or outlines, observation checklists, to irbsbs@virginia.edu or see 9b below.)
a.      
b. The IRB-SBS has an Instrument Library (listed on our website at http://www.virginia.edu/vprgs/irb/sbs_library.html). If you are using one of the listed instruments, you don’t need to submit it, but instead list the Instrument Number here:      
10.
Location where study will be conducted (Please be specific.):

     
11. 
Data: Describe what will be done with the data and resulting analysis, who will have access to this information, and if/when it will be destroyed.
     
12. 
Benefits: What benefits can reasonably be expected from the study?  (Benefits may be to the participants and/or to the knowledge base of the area. Benefits do not include compensation.)

     
RECRUITMENT AND SELECTION OF PARTICIPANTS

13. 
Participant numbers: If you have multiple types of participants (e.g. students, parents, teachers) please specify the number, age, and gender of the participants. 

a.
Estimated number of participants in upcoming protocol year or sample size for archival data sets:

     
b. 
Age:

     
c. 
Gender:
     
14.
Participation Coordination
a.
Selection: Please describe the criteria you will use to select participants.  If applicable, please describe the criteria you will use to exclude participants from the study.
     
b.
Recruitment: Describe in detail how you will contact participants regarding this study.
Please provide all materials used to contact participants in this study.  These materials could include letters, emails, flyers, advertisements, etc.  If you will contact participants verbally, please provide a script that outlines what you will say to participants.
     
c.
Relationships: State the relationship between Principal Investigator, Faculty Advisor (if applicable) and Participants.  Do any of the researchers have positions of authority over the participants, such as grading authority, professional authority, etc.? Are there any relevant financial relationships?
     
15.
Consent Procedures: In order to complete this section please: 

1. Describe in detail how you will obtain consent from participants and/or parents/ guardians. 

     
2. Attach a copy of all Informed Consent/Assent Agreements.  See the "General Consent Template" or "Parent Consent/ Child Assent Template" for instructions on how to draft a consent form and for suggestions on completing this section. 

3. For ethnographic research please see "Alternative Consent and Risk Reduction Procedures for Ethnographic Work in IRB-SBS Protocols" on the forms page of the IRB-SBS website.  Please copy and paste 15a-f from that form into the grey box above.   
16.
Confidentiality: In this section, please describe how you will protect the confidentiality of your participants.  Indicate whether the data are archival, anonymous, confidential, or confidentiality not assured and then provide the additional information requested in that section.  The IRB-SBS asks that if it is possible for you to collect your data anonymously (i.e. without collecting the participants’ identifiable information), please construct your study in this manner.  Data collection in which the subject is not identifiable (i.e. anonymous) can be exempted in most cases.  
1. 
Are the data archival? (Data are already collected).  
 FORMCHECKBOX 
No (Please skip to #2)   FORMCHECKBOX 
Yes (Please answer a-d below) 
Please note: If your study only includes archival data, answer no to 16-2, 16-3, 16-4, and leave 16-5 blank. 
a.
Are the data publicly accessible?  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
If no, please describe how you will obtain access to this data and provide the board with proof of permission to access the data:
     
b. 
Will you receive the data stripped of identifying information, including names, postal addresses, telephone numbers, e-mail addresses, social security numbers, medical record numbers, birth dates, etc?  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes    

If yes, please describe who will link and strip the data.  Please note that this person should have regular access to the data and they should be a neutral third party not involved in the study.
     
If no, please describe why this information will not be removed:
     
c. 
Can the names of the participants be deduced from the data set? FORMCHECKBOX 
 No  FORMCHECKBOX 
Yes  
If yes, please describe:     
Initial the following: I will not attempt to deduce the identity of the participants in this study. ____
d.
Please provide the list of data fields you intend to use for your analysis and/or provide the original instruments used in the study. 
     
2. 
Are the data that you will collect anonymous? (Data do not contain identifying information including names, postal addresses, telephone numbers, e-mail addresses, social security numbers, medical record numbers, birth dates, etc., and cannot be linked to identifying information by use of codes or other means. If you are recording the participant on audio or video tape, etc., this is not considered anonymous data.) 
 FORMCHECKBOX 
No (Please skip to #3)   FORMCHECKBOX 
Yes (Please answer a and b below) 

a.
Describe the process you will use to collect the data to ensure that it is anonymous.
     
b.
Can the names of the participants be deduced from the data?  FORMCHECKBOX 
No   FORMCHECKBOX 
Yes  
If yes, please describe:      
Initial the following: I will not attempt to deduce the identity of the participants in this study. ____

3. 
Are the data that you will collect confidential? (Data do contain identifying information and/or can be linked to identifying information by use of codes or other means.) Please note that if you will use participant data (such as photos, videos, etc.) for presentations beyond data analysis for the research study (classroom presentations, library archive, conference presentations, etc.) you need to provide a Materials Release Form to the participant. 

 FORMCHECKBOX 
No (Please skip to #4)   FORMCHECKBOX 
Yes (Please answer the following:)
Please describe the process you will use to collect the data and to ensure the confidentiality of the participants.  Verify that the list linking codes to personal identifiers will be kept secure. 
     
4. 
Will confidentiality not be assured in the study?  (For example, will the identity of the participant be known or will it be easily deduced?) Please note that if you will use participant data (such as photos, videos, etc.) for presentations beyond data analysis for the research study (classroom presentations, library archive, conference presentations, etc.) you need to provide a Materials Release Form to the participant.

 FORMCHECKBOX 
No (Please skip to #5)   FORMCHECKBOX 
Yes (Please answer the following:)
Please describe why confidentiality will not be assured.

     
5. 
If you answered “No” to ALL of the questions in section 16 (#1-4), please describe confidentiality in your study. 
     
DECEPTION

17.
Are any aspects of the study kept secret from the participants (e.g. the full purpose of the study)? 
 
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes (Describe.) 

     
18. 
Is any deception used in the study?   FORMCHECKBOX 
No  FORMCHECKBOX 
Yes   (If yes, describe the deception involved and the debrief procedures.  Attach a post-experiment debriefing statement and consent form offering participants the option of having data destroyed.) 
     
19. 
Will participants be debriefed?   FORMCHECKBOX 
No  FORMCHECKBOX 
Yes (Attach a copy of your Debriefing Statement.  If the answer to protocol question # 18 is yes, then the investigator must debrief the participant. If your study include participants from a participant pool, please include a debrief statement.) 
     
MEDIA USE
20.
If you answer yes to any question below, in question 8c, please provide a description of how the media will be used and justify why it is necessary to use the media to collect data.  Include a description in the Informed Consent Agreement under “What you will do in the study.”
1. Will the participant be recorded on audiotape?  FORMCHECKBOX 
No   FORMCHECKBOX 
Yes  

2. Will the participant be recorded on videotape?  FORMCHECKBOX 
No   FORMCHECKBOX 
Yes  

3. Will the participant be photographed?  FORMCHECKBOX 
No   FORMCHECKBOX 
Yes  

4. Will the participant be audio taped, videotaped, or photographed without their knowledge? 
 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  

If yes, please describe the deception and the debrief procedures: Attach a post-experiment debriefing statement and a post-deception consent form offering participants the option of having their tape/photograph destroyed.
     
5.
If a participant withdraws from a study, how will you withdraw them from the audio tape, video tape, or photograph? Please include a description in the Informed Consent Agreement under “How to withdraw from the study.”
     
RISKS
21.
Are there any possible physical, psychological, professional or personal risks and/or hazards for the participants? (Please be sensitive regarding potential risks for participants, particularly vulnerable populations such as minors, prisoners, etc.  If there is a potential for you to collect information about illegal behaviors, consider instructing the participant not to discuss these behaviors or apply for a Certificate of Confidentiality.  If data are not anonymous, loss of confidentiality may be a risk.) 

 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes If yes, please answer the following:

a.
Describe the risks:

     
b. 
What will you do to protect participants from these risks or hazards?
     
FOR FOURTH YEAR REVIEW OF CONTINUING PROTOCOLS ONLY 

Complete the “Protocol Status Form” found on the forms page of the IRB-SBS website and submit it along with this protocol.

If you have questions regarding your submission, please contact the IRB-SBS office at 434-924-5999 or irbsbshelp@virginia.edu.
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