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Mary Baldwin College

Institutional Review Board
Human Subjects Research Protocol Review Form

· To submit a protocol, complete this form  with any additional pages and e-mail it, along with any accompanying materials (i.e. consent forms, permissions, and instruments) to irb@mbc.edu. For more information on what to submit and how, please see our website at http://www.mbc.edu/research/irb.php
· Please submit one hard copy of the Protocol Review Form, with original signatures, to the Office of Sponsored Programs and Undergraduate Research.  

· You will be contacted within seven to ten business days regarding the status of your submission.  For more information on the review process, please see: http://www.mbc.edu/research/irb.php.

	IRB Protocol Number (leave blank if this is a new application):
	     

	Submission Type:
	     __ New Protocol                                                    
     __ Modification of previously submitted protocol
            (change matrix must be included)
     __Update of previously approved active protocol 
     __Reopening expired protocol

	Protocol Title:

	     

	Anticipated Data Collection Dates:
	       to      

	Principal Investigator (PI):
	     

	PI’s MBC Affiliation 
      Faculty
     Student
     Staff
     Non-MBC Affiliate

	Purpose 
     _Class Project
     _Senior Project/Honors Thesis Project
     _Master’s Thesis
     _Faculty Research
     _ Other (please describe)

	Current mailing address:

	     

	Current e-mail address:
	     

	Current phone number:
	     

	Primary MBC contact/sponsor (if other than PI; include name, e-mail, phone)
	     

	Faculty project advisor (if applicable):
	     

	Other researchers and affiliations (full names; include name, e-mail, phone):

	     

	Current funding source(s), if any, and grant title if different from protocol title:
	     


	DESCRIPTION OF THE RESEARCH STUDY.   Write an original, brief, non‑technical description of the project addressed to lay members of the IRB.  If you have multiple phases to your study, please outline each phase.  Include all sections below in your description.

	1.0 Purpose of the Study.   Briefly describe what you intend to study and why.      

	2.0 Methodology 

	2.1 What will the participants do in the study?  Briefly describe all procedures that the participants will follow.      

	2.2   Where will data be collected?  Be specific about location(s).      

	2.3   What will the data consist of?   Please submit one copy of all instruments, surveys, interview questions or outlines, observation checklists, etc.       

	3.0 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

	4.0 Participants.  Describe the people from whom you will collect data in as much detail as possible, including their age(s), gender(s), occupation(s), etc.  


	4.1 Number of participants.  Provide estimates per year.  Use sample size for archival data sets.  If you have multiple types of participants (e.g. students, parents, teachers) please specify the number of each:      
	

	4.2 Age(s).  Specify for each participant type:      
	

	4.3 How many participants are from vulnerable populations such as minors (under the age of 18 years), prisoners, cognitively impaired persons, or pregnant persons?  Specify for each participant type, or indicate, “zero” if the study does not involve vulnerable populations.          

	

	5.0 Participation Recruitment

	5.1. Selection.  Please describe the criteria you will use to select participants.  If applicable, please also describe the criteria you will use to exclude participants from the study.            


	5.2. Recruitment.  Describe in detail how you will contact participants regarding this study. Please attach copies of all materials used to contact participants in this study.  These materials could include letters, e-mails, flyers, advertisements, etc.  If you will contact participants verbally, please provide a script that outlines what you will say to participants.      

	5.3. 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 financial relationships?      

	6.0 Consent, Assent, and Permissions Procedures 
6.1. Describe in detail from whom and how you will obtain informed consent to participate in the study from participants and/or parents/ guardians.      


	6.2. Describe in detail how you will obtain permission to access any private institutions or sites, such as workplaces, churches, schools (other than the Mary Baldwin College main campus or ADP offices) or private internet communities.  If no data will be collected at  such sites or institutions, indicate “none.”       

	6.3. Attach a copy of all Informed Consent/Assent Agreements and Permissions. (For templates and information on developing a consent/permissions procedure, please see the website.)      

	7.0 Data and Confidentiality.  In the following section, please provide information about how you will protect the confidentiality of your participants.  Indicate whether the data are archival, anonymous, confidential, or non-assured confidentiality and then provide the additional information requested in each section.  If you are collecting more than one type of data (e.g.,  archival data, anonymous survey, confidential interview), you may select more than one category; make sure to clearly indicate what type of data you are describing. The IRB asks that if it is possible for you to collect your data anonymously -- without collecting the participants’ identifiable information --  please construct your study in this manner.  Data collection in which the subject is not identifiable/anonymous can be exempted in most cases.

	        Briefly describe what will be done with the data and the resulting analysis, including who will have access to the information and if/when it will be destroyed.                                     

	7.1   Archival Data.   Are the data archival?  (Data collected in a previous study).  Please mark one.   Please note: If your study only includes archival data, answer no to 7.2, 7.3, 7.4 and leave 7.5 blank.

	YES (Go to 7.1.1)
	     
	NO (Skip to 7.2)
	     

	7.1.1     Are the data publicly accessible, e.g., through public databases?

	YES (Skip to 7.1.2)
	     
	NO (Please answer below)
	     

	If no, please describe how you will obtain access to this data.  Attach proof of permission to access the data.       

	7.1.2 
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?

	YES (Please answer below)
	     
	NO (Please answer below)
	     

	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 what data will remain identifiable and why this information will not be removed.       

	7.1.3    Can the names of any participant be deduced from the data set?

	YES (Please answer below)
	     
	NO (Skip to 7.1.4)
	     

	If yes, please describe and initial the following statement:  “I will not attempt to deduce the identity of the participants in this study.”      

	7.1.4   Please provide the list of data fields you intend to use for your analysis and/or provide the original instruments used in the study.

	7.2 
  Anonymous Data.  Will the data that you collect be anonymous? (Anonymous in this case means that 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, video tape, or other forms of photographic imagery, the data may not be considered anonymous.)

	YES (Go to 7.2.1)
	     
	NO (Skip to 7.3)
	     

	7.2.1
 Describe the process you will use to collect the data to ensure that it is anonymous.       

	7.2.2  Can the names of the participants be deduced from the data?

	YES (Please answer below)
	     
	NO (Skip to 7.3)
	     

	If yes, please describe and initial the following statement:  “I will not attempt to deduce the identity of the participants in this study.”  ______ 

	7.3   Confidential Data.  Will the data that you collect be confidential? (Confidential in this case means that data do contain identifying information and/or can be linked to identifying information by use of codes or other means. The researcher or identified research team would be the only person(s) having access to the data and the identifiers. The research team will include the faculty supervisor if applicable or any other researchers identified in this protocol to be working on this specific project) Please note that if you will use participant data (such as photos, videos, audio tapes, etc.) for presentations beyond data analysis for the research study (classroom presentations, library archive, conference presentations, etc.) you need to provide an Audio/Video/Photo Release Form to the participant.

	YES (Please answer below)
	     
	NO (Skip to 7.4)
	     

	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      

	7.4.   Non-Assured Confidentiality.  Will you not assure confidentiality in the study?  (For example, will  or could the identity of the participant be known  outside of the research team or will it be easily deduced?) Please note that if you will use participant data (such as photos, videos, audio tapes, etc.) for presentations beyond data analysis for the research study (classroom presentations, library archive, conference presentations, etc.) you need to provide an Audio/Video/Photo Release Form to the participant.

	YES (Please answer below)
	     
	NO (Skip to 8.0)
	     

	Please describe why you can not assure confidentiality.       

	DECEPTION

	8.0 Are any aspects of the study (e.g., the true purpose of the study) to be kept secret from the participants, either temporarily or permanently?

	YES (Please answer below)
	     
	NO (Skip to 11.0)
	     

	Please describe what aspects of the study will be kept secret.  

	9.0 Is any deception to be used in the study?  (Deception means less than full disclosure about the study, the study process or the observation techniques in a study where identifying data is recorded. Deception must serve an ethical purpose in the production of the data and result in minimum risks to the subjects ) 

	YES (Please answer below)
	     
	NO (Skip to 11.0)
	     

	If yes, describe the deception involved and attach a consent form offering participants the option of having data destroyed.       


	10.0 Will participants be debriefed?

	YES 
	     
	NO
	     

	Describe debriefing procedures to be followed and attach a copy of your debriefing statement.  If the answer to question # 9 is yes, then the investigator must debrief participants.       

	MEDIA USE

	11.0 Will any recording device other than written notes be used in the study?

	YES (Please answer below)                                                                  NO (Skip to 12.0)

	11.1. Will the participant be recorded on audiotape?
	YES
	     
	NO
	     

	11.2. Will the participant be recorded on video tape?
	YES
	     
	NO
	     

	11.3. Will the participant be photographed?
	YES
	     
	NO
	     

	11.4. Will the participant be  deceptively (without his or her knowledge) audio taped, videotaped, or photographed?
	YES
	     
	NO
	     

	If you answered yes to any question above, 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.” Have each participant fill out an Audio/Video/Photograph Release form.       

	If you answered yes to question 11.4, please describe the deception and the debriefing procedures and explain the purpose in audio taping, videotaping or photographing without the participants’ knowledge.  Attach a post-experiment debriefing statement and a post-deception consent form offering participants the option of having their tape/photograph destroyed.       

	11.5. 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

	12.0 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.)

	YES
	     
	NO 
	     

	12.1.      Describe the risks.        

	12.2. Describe what you will do to protect participants from these risks or hazards.       

	12.3       Answer “yes” or “no” to 12.3.a, 12.3.b, and/or 12.3.c.  If you reply “yes” to any statement, provide a detailed description regarding why benefits outweigh risks in this study and the steps you will take to protect the participants.
12.3.a.      The proposed research involves the collection or recording of behavior which, if known outside the research, could reasonably place the participants at risk of criminal or civil liability or be damaging to financial standing, employability, or reputation or will collect information regarding sensitive aspects of the participants’ behavior (e.g., drug or alcohol use, illegal conduct, sexual behavior).  
If “yes,” provide a detailed statement indicating clearly why the collection or recording of such behavior is scientifically necessary and what steps will be taken protect the participants’ confidentiality.     
------------------------------------------------------------------------------------------------------
12.3.b.     The proposed research presents more than minimal risk to the participant (more than minimal risk means that the probability and magnitude of harm or discomfort anticipated in the proposed research is greater than that ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests).  
If “yes,” you must: a) identify all risks (physical, psychological, financial, social, legal, other) connected with the proposed procedures; b) indicate clearly how such risks to participants are reasonable in relation to anticipated benefits; c) describe procedures designed to protect against or minimize such risks; and d) and assess the likely effectiveness of any such procedures.   


              ------------------------------------------------------------------------------------------------------
12.3.c.       The proposed research involves covert observation, studies of ethnic and group differences, intervention research, invasion of privacy, aversive (noxious) stimulation, induction of mental or physical stress or deprivation (e.g., food, water, sensory, sleep), invasive procedures (e.g., drugs, blood, samples, surgery), potentially embarrassing situations, or other  potentially problematic ethical issues involving the dignity and welfare of the participants.  
If “yes,” describe these in detail, indicate why they are scientifically necessary, and describe any steps that will be taken to minimize risk and maximize benefit to the participants.      

	

	


INVESTIGATOR AGREEMENT

BY SIGNING THIS DOCUMENT, THE PRINCIPAL INVESTIGATOR AGREES:

1. That no participant 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 or designee.

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

3. 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 IRB in writing.

4. That all protocol forms for continuations of this protocol will be completed and returned within the time limit stated.

5. That all participants will be recruited and consented as stated in the protocol approved or exempted by the IRB.  

6. That the IRB will be notified within 30 days of a change in the Principal Investigator for the study.

7. That the IRB will be notified within 30 days of the closure of this study.

                    











Principal Investigator


Principal Investigator 


Date

(Name Printed)


(Signature)

IF THE PRINCIPAL INVESTIGATOR IS A STUDENT, NON-ACADEMIC STAFF MEMBER, OR NON- MBC AFFILIATED RESEARCHER, THE FACULTY ADVISOR OR MBC SPONSOR:

1.
Certifies that he/she has reviewed the protocol and approves of the procedures described therein.

2.  
Agrees to assume overall responsibility for the conduct of this investigator.

3.
Agrees to work with the investigator, and with the IRB as needed, in maintaining compliance with this agreement.

4.
Asserts that the Principal Investigator is qualified to perform this study.

     












Faculty Advisor/MBC Sponsor
Faculty Advisor/MBC Sponsor

Date

(Name Printed)


(Signature)

The IRB 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.

DEPARTMENTAL REVIEWER CERTIFICATION ( Using the IRB Policies and Procedures document  for guidance, the primary or secondary Departmental Reviewer is to complete the following.  Initial relevant items and sign where indicated.  Do not sign off if you are the investigator or faculty sponsor of the project). 
     _    I have reviewed the protocol and documentation and, in my judgment, all required materials are attached. 

In my judgment, the above named research project (check one):  

     _      Is exempt from expedited or full committee review. 

     _      Qualifies for expedited committee review and   

     _ I approve of the project as written. 

     _ I recommend approval of the project provided that that following changes/amendments are made:      
      I do not approve this project for the reasons stated below:      
     __ Requires full committee review.
Please note that both an electronic version of the protocol review form, accompanied by all supporting materials, and a hard copy with original signatures must be submitted  to continue the review process. 

_______________________________________________                _______________ 

(Signature of Departmental Reviewer) 


(Date) 

                
           (Name Printed of Departmental Reviewer) 
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