
1 

 

Guidelines for Completing the Marian IRB Protocol Submission Form 

(Last Update 9-16-14) 

To assist researchers in understanding and completing the IRB Protocol Submission Form and other 
materials, this document addresses each section of the form with suggestions and guidance. If you have 
further questions, please contact the IRB Administrator at irb@marianuniversity.edu or 920-923-7632.   
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Section A: General Information  
1. Principal Investigator:  The individual with primary responsibility for the design and conduct of a 

research study.  If a student is listed as the principal investigator above, the faculty/staff research 
advisor must be listed as the Co-investigator in the next section.   
 
Email address:  Use only Marian university e-mail address if Marian faculty or staff.  
   
Human Subjects Training Courses Completed:  All Marian faculty, staff, and students are required 
to complete the web-based human subjects training course.  Competition reports through the CITI 
Training courses are electronically sent to IRB when completed.  Any exceptions require approval 
by the IRB Administrator and proper documentation of completion must be included with the 
protocol.  This protocol will not be accepted if the CITI training hasn’t been successfully 
completed at an 80% overall pass rate.  For more information on CITI training, go to the Marian 
University IRB homepage at http://www.marianuniversity.edu/irb. Instructions for completing CITI 
training and the website are provided there.  
 

mailto:irb@marianuniversity.edu
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2. Co-investigator:  If your research involves more than one co-investigator, contact the IRB for an 
addendum to add co-investigators.  All responsible researchers must be listed.  All co-
investigators must have current certification through CITI 
 

3. Study Title:  The title should be no more than 10-15 words that succinctly describe the topic of 
your research.  (A common mistake is to write the research question instead of a title.) 
 
Dates of Project:  Since you may begin your project only when IRB approves it, the start date will 
be the date you are notified by IRB.  However, you are required to propose an end date.   Project 
dates cannot exceed 1 year.  
 
 If your research lasts more than one year, it will be subject to continuing review.  You will need to 
submit a request for continuing review to the IRB prior to the end of the final approved date by 
IRB.  Continuing review forms are available on the IRB website. 
 
Purpose of Project:  Undergraduate students in senior research projects (or similar projects) & 
McNair scholars should check “Other” and list this. 
 
 “Classroom research assignment” is used when instructors have their students conduct human 
research as part of an assignment and the results will be disseminated outside the classroom, or 
when the research deals with vulnerable populations or sensitive information.   The instructor acts 
as the principal investigator and submits the IRB protocol form; once it has been approved, 
students do not have to submit separate IRB protocols as long as their activities conform to the 
instructor’s IRB approved specifications.  The classroom instructor is required to have CITI 
training and has ethical and legal responsibility to protect individuals involved as the participants 
of these activities. 
 

4. Conflict of Interest:  If you answer “Yes” to any of these questions, explain and describe what 
steps have been taken to eliminate or minimize any such conflicts.   
 

• Potential financial conflict of interest - If the PI, Co-PI, or any other person responsible for 
the design, conduct, or reporting of this research has an economic interest in or act as an 
officer or director of any outside entity whose financial interest would reasonably appear 
to be affected by the results of this study.   (If the economic interest is a “significant 
economic interest” as defined by MU’s Conflict of Interest Policy, submit the management 
plan established with the Conflict of Interest Committee.) 

 
• If a relationship previously exists between researcher and cooperating agency or 

organization or potential participant, the potential exists for a conflict of interest that may 
affect the voluntary nature of the study, integrity and objectivity.  This is particularly true if 
the researcher is or has been in a position of authority over the subject.  Please contact 
the IRB at 920-923-7632 with any questions about this topic.   
 

5. Research Location: 
If you are conducting the research on the Marian campus and/or on one of the Marian university 
outreach sites, you should state the specific site, but you do not have to provide the address.  
Otherwise, you must the full name, address, or if the research is being conducted online, provide 
the online address. 
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The researcher has an obligation to ensure that the outside entity is aware of the proposed 
research study and has no objections.  The Site Permission Letter template on the website is a 
guide that you may adapt and give to the outside entity; the permission letter should appear on 
the site’s official letterhead and signed by the approving official.   

Section B: IRB Review Determination 
These questions aid the IRB in determining the level of review (non-regulatory, exempt, expedited, or 
full board.)  

Exempt research -   For the federally approved categories for exempt level research, click on the 
word, “exemption” in bold. If your research falls into more than one of these categories, please check 
all the categories for which your research applies.  Your study should contain little or minimum risk to 
the participants in order to qualify for the exempt level of review.   You may not request an exemption 
if you are involving participants from vulnerable or protected populations (children, prisoners, etc.) 

Section C: Human Participant Population 
Federal regulations require that the selection of participants for human research be “equitable” (45 CFR 
46.111 (a)(3)).  Therefore, it is important that you provide your best estimates of the number of 
participants, gender, age based on your goals and sample availability.   

An equivalent number of males and females in your research sample helps avoid gender bias in your 
results; you also want to avoid placing a disproportionate burden on any one societal group, including 
other groups, such as racial and ethnic minorities.   

If you do not anticipate having an “equitable” sample, please indicate this in the lay summary in Section D 
and state why.   For example, your sample may target elementary teachers (who are mostly female, a 
gender-specific shelter, such as a shelter for battered women, or another group that is disproportionately 
male or female.   

Section D: Study Description – Lay Summary  
1. Suggestions 

Describe your study in very simple terms.  All jargon or specific terminology should be avoided.  
State the purpose of the research and give an explanation of the research procedures, including 
any experimental procedures, if applicable. You should use the same language in this summary 
that you would use in the consent form that your human participants will read.   The application 
will be returned without further review if the summary is too technical.  (Chapters from master’s 
theses or doctoral dissertations won’t be accepted.) This section should be no more than one to 
two pages when complete.  

The IRB will be considering whether the specific aims of the study are clearly stated and 
achievable based on the proposed study methodology.  The IRB will review this section to 
determine if the research design carries enough likelihood of yielding data sufficient to warrant 
the risk to the human participant.   

A. Purpose of Research:   
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State your purpose in simple, concise language. If you are a student in a course, indicate the 
course name and number and the goal of the course as it relates to research.  Explain generally 
your objectives.   

Example from undergraduate student:  “The purpose of this research is to determine what makes 
a good guitar and what musicians look for when they go to buy one.   I am doing research for my 
MUS 499 class, as part of my senior research requirement.  The goals of MUS 499 are to allow 
students to design experiments and to make their own measurements.  I plan to measure the 
sound of the guitar through laser technology and I am using this survey to get feedback from 
other musicians about their preferences with the guitar itself and the sound that it produces.” 

B. Procedures:   
1.  Research design  

• Briefly explain who you are selecting as research participants, why the individual is 
eligible to participate or what criteria will be used to determine eligibility. 

• What are the benefits anticipated to the individual by engaging in this research? 
For example, “The potential benefits for taking part in this study are…Describe only 
those that are likely for research participants.  
Do not overstate potential benefits.  If there are none, state: “There is no direct 
benefit from being in this study; however, the results of this study may be used to ….. 
(Describe generalizable or societal benefits.) 
Note:  Do not include financial compensation or other forms of incentive as benefits 
of being in the project.  

• Explain the tasks and procedures from the participant’s point of view (what he or she 
will be expected to do) If you are using instruments, briefly describe them here. 

• Estimate the total amount of time for the person involved in the study 
• Explain the frequency of procedures and include any additional costs or charges for 

the research procedures with estimated amounts 
2. Method of collecting data 

• How will the research data will be collected?  (Emphasize possible risks and 
protection of participants.) 

3. Participation and Withdrawal - Discuss how you will deal with withdrawal from the study. 
For example, K-12 classroom research, “The child may choose not to participate in 
the study even if the parent gives permission.  If so, the child will still take part in the 
classroom activities, but the child’s information will not be used for the study.” 
 
For example, “Participation is voluntary. The participant may discontinue participation 
at any time without penalty or loss of benefits.   
 
Or for anonymous research only 
“Participation is entirely voluntary. Participants can withdraw at any time without 
consequences of any kind. However, once responses have been submitted and 
anonymously recorded, participants will not be able to withdraw from the study.” 

C. Data Analysis: 
The researcher should include any techniques that may be used for identifying data, such as 
a numeric code.  Participants should be assured that their identify will not be disclosed. 

 
For example, “An anonymous online survey is being given so that names, e-mails and 
other personal information will not be connected to those individuals who choose to take 
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the survey.  Any e-mail lists used to distribute the survey will not be shared with others, 
will be kept completely confidential, and will be destroyed after the survey is administered 
to ensure confidentiality.” 

Be sure to discuss how data will be stored to ensure confidentiality of participants. This 
should be a secure (i.e. locked) place where only the researcher and/or those who the 
researcher specifically lists have access to.   

For example, “The signed consent forms from participants will be kept in a locked filing 
cabinet separate from the questionnaires.  The questionnaires will not have any identifying 
information on them.  All data will be accessible only to the researcher and the research 
advisor.”  

 
- Data and records should not be kept in a public area unless the researcher has good 

reason for doing so.  If so, state this in this section. 
 

2.  Reporting Procedures 
•  Identify the audience to be reached in the report of the study. 

For example, “The target audience to be reached in the report of this research is other Marian 
nursing majors, nursing faculty, and other interested faculty and staff at Marian University.” 

• Identify the presentation method to be used. 
For example, “The presentation of this research report will take place at the Marian 
Undergraduate Student Research Poster Presentation in April 2010.  While individual 
responses will be kept in confidence, aggregate data will be presented representing averages 
or generalizations about the responses as a whole. No identifiable responses will be 
presented in the final form of this study.  All data will be stored in a locked filing cabinet and 
destroyed after three years.” 

• Discuss how feedback will be provided to the participants.   
For example, “Participants in this study will be given the opportunity to see research results 
by contacting the primary researcher for dates and time of the presentation, as stated in the 
cover letter.  Participants also will have the option of receiving a summary of results by 
contacting the primary researcher.” 

 
Or “Final aggregate results will be available to participants upon request.” 

Section E: Data Collection Methods 
• If you cannot find the method listed under 1-8, simply check 9 “Other” and type the name of 

the instruments or other method. 
• # 8 –If you are requesting an exemption but you plan to create electronic methods 

(photographs, audio/video, etc.), you will be reviewed under the expedited or full board 
process, and won’t qualify for an exemption from federal regulations.  (See Section B  IRB 
determination on 1st page.)   

Section F:  Confidentiality and Protection of Data 
In order to ensure the best protection against harm for human participants, it’s important that the 
researcher has a detailed plan on how data will be kept confidential.    Failure to keep data confidential 
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can result in unnecessary and perhaps irreparable harm to the very persons who have volunteered their 
time for your study.  

Confidentiality –Confidentiality relates to how the research data is protected. Researchers should only 
collect identifiable information as needed, and may use the following practices to protect confidentiality 
when identifiable information is collected:  substituting codes for identifiers, removing identifiable 
information (such items as names and addresses) from survey instruments containing data, properly 
disposing of any printed documents (shredding) or video or audio tapes (erasing), limiting access to 
identified data, training research staff on the importance of confidentiality and procedures, and storing 
research data in password protected computers or files, and storing research records in locked cabinets. 
Confidentiality should be maintained exactly as stated in the consent/assent/information sheet 
documentation, as participants provide information, based on their understanding of this information 
and agreements related to confidentiality. 

Anonymous – A study may be considered “anonymous” when the researcher never records anything 
that identifies the participant in the research record. A study would not be anonymous if the researcher 
collects participant names, other identifiable information, video recordings, or identifying information 
on an audio tape (recorded or written on the tape). Additionally, a study might not be anonymous if a 
combination of data elements, such as birth date, occupation, and zip code, could reasonably be used to 
determined the identity of the participants. 

Coded data – Coded data means that: 1) identifying information (such as the participant’s name) has 
been replaced with a number, letter, symbol, or combination of coding mechanisms; and 2) a key to 
decipher the code exists, enabling linkage of the identifying information to the private information or 
specimens. 

 
Question 5 - Research materials must be kept for a minimum of 3 years after completion of the study.  
The researcher needs to give a specific date when all data and records will be destroyed (e.g. August 10, 
2011).  If you plan to keep the data and records for a long period of time, give the latest possible date that 
you will destroy the data and records.  
 
If data and records are not to be destroyed, then this data must be deidentified, or altered so that any 
information that could identify the participants is deleted.  This includes information, such as names, date 
of birth, demographic information, etc.  For further clarification on how to deidentify a document, please 
contact the IRB Administrator.  (Data kept in permanent records, such as a medical chart or student file, 
do not apply to this policy.)  Simply state where these records are kept, how they are made secure, and 
who is responsible for these records. 

Section G: Human Participant Recruitment 
It is important to clearly and accurately describe how you plan to identify and approach participants for 
your study in order to protect their Privacy.   

Privacy is having control over the extent, timing, and circumstances of sharing oneself (physically, 
behaviorally, or intellectually) with others. Privacy is related to the individual research participant and 
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access to them or their information. Privacy issues in research protocols are related to the method used 
to obtain information about the participant, such as how they are identified and recruited as research 
participants. 

 
1. If participants will be chosen from existing records, approval to use records must be given by a 

person who has authority to release records (e.g. primary physician, therapist, public school 
official.)  This must be given before these records are accessed.   It is important for written 
approval to access records be on the letterhead from that agency or organization, and signed by 
the individual responsible.   

2. Consent-    Specify who will make initial contact with participants and how that contact will be 
made.   

3. Recruitment  methods – Attach all recruitment materials. 
4. Compensation or incentives must be something that is directly received by the participants (e.g. 

money, gift cards, but in general, incentives should have limited value.  A highly attractive 
incentive may reduce the possibility that your population is completely voluntary, especially if you 
are dealing with vulnerable populations ( See Section 2 Human Participant Population). 

5. Exclusion – If you are deliberately excluding a group (See Section 2 Human Participant 
Population), you must provide a clear rationale for doing so, especially for any exclusion of 
women and/or minorities in your study.  

Section H: Informed Consent/Assent/Parent Permission 
• Federal regulations prohibit the involvement of any human being as a subject in research unless 

the investigator has obtained the legally effective informed consent of the subject or the subject’s 
legally authorized representative.  Consent must be given freely, without coercion or undue 
influence, and the information must be understandable to the subject or their representative.  
Federal regulations define the basic elements of informed consent.  A template, “Informed 
Consent Guidelines,” is available on the IRB website to use as a checklist to ensure you’ve 
included all the basic elements  and meeting both federal regulations and university policy. 

• Your consent form should contain the same information as the corresponding sections of your 
application.  A common mistake of researchers is to use different information in the consent form 
than they do in the application.  These inconsistencies will delay approval.  To avoid this, 
compare your consent form with the application after completion to check for inconsistencies. 

• A signed consent form is often not necessary in exempt level application, especially in surveys 
and questionnaires where the participant remains anonymous.  You may create an Information 
Sheet or simply complete the consent form, and omit the signature section, stating instead, “Your 
consent to participate in this research is implied by your completion and return of the 
survey/questionnaire.” (If you take this approach, then, you must request a Waiver of Informed 
Consent in Section H, #1.  Complete Attachment 3 and submit with the protocol submission 
form.) 

o Waiver of Informed Consent – Internet Research 
If a "web survey" is being used to collect data, the IRB expects an explicit statement at the end 
of the information script about proceeding with the survey (or checking the link/box) indicates 
the person consents to participate, a reminder that they can always withdraw without penalty, 
and a description of the data security conventions being used by the PI and web host .  
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Commerical firms, such as Survey Monkey, often have an explicit statement about encryption, 
privacy of  IP addresses, etc. that can be used.  
 
 

• #4 As you describe your informed consent process step-by-step, please state exactly when in 
your study you will obtain informed consent.  For example, “ Before the start of the interview, after 
I have explained the research, or “After I have given the instructions, but before the start of the 
experimental session,” or “The members of the focus group will sign the consent form and have 
the opportunity to ask questions prior to conducting the group.” 

• Explain if you will personally secure informed consent for all participants.  Often research is 
conducted by a designated person or assistant to the principal investigator.  If others are 
involved, they each must sign a confidentiality agreement. (See template as a guide on IRB 
website). 

 
 
 

Section I:   Risk and Benefit Assessment – Risk is the probability of harm or injury (physical, 
psychological, social, or economic) occurring as the result of participation in a research study.  The IRB 
will be considering two elements of risk: the probability of harm and the magnitude of harm.  

Question 1:  Assessing the risk –  

In Social and Behavioral Research, most risk falls within the categories of invasion of privacy, breach of 
confidentiality, and the study procedures.  Breach of confidentiality is usually the most common risk when 
information obtained by the researcher could harm the participants if disclosed outside the research 
setting.   Emotional discomfort, questions that could be considered offensive, sensitive, or degrading, are 
also common risks in Social and Behavioral Research. Check all that apply to your particular study. 

 Question 2:  This question deals with probability of harm or the likelihood that harm will occur (from the 
items you checked in Question 1.)  Not all harms are equally probable, but if you anticipate little risk on 
any of the items in one, check, “Not greater than minimal risk.”  Please note that when potential of harms 
are less severe, research indicates that people tend to underestimate the probability.  When the potential 
harms are severe, people tend to overestimate the probability. 

Question 3. The questions address magnitude of harm and how you will minimize it occurring. Even 
though a risk may be unlikely, the magnitude of harm could be significant if it were to occur. The 
researcher must design the study to reduce  potential risk.  In this question explain how you will minimize 
potential risks -  

For example, if there’s a risk of Breach of confidentiality (possible disclosure of participants’ 
responses) one way to safeguard data from unauthorized access is to 

• Collect data anonymously (no identifiers) 

     If the design makes the collection of identifiers necessary, various ways to safeguard the 
data are possible, such as  

• Remove all identifiers as soon as possible 

• Substitute codes for identifiers 
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• Maintain code lists and data files in separate locations 

• Aggregate reporting,  

• Encrypted stored data 

• Access and store data on computers without internet connections 

• Pseudonyms 

• Apply to IRB for waiver of documentation of consent 

 

Describe the probability of each risk in terms of “likely,”  “possible,” or “unlikely.” Describe the precautions 
that are being taken to minimize risks. 
 

 

Examples for minimal risk,  

- “The potential risk to the child from taking part in this study is loss of confidentiality although 
the probability of this is unlikely. The surveys will be collected and placed immediately in 
a secure location in a locked file drawer accessible only to the researcher. The student 
names will be removed from the surveys and a code (Student 1, Student 2, etc.)  will be 
substituted as an identifier.   

- “Although unlikely, the potential risk to the child is discomfort with answering questions 
regarding their own use of technology. Students’ names will not be associated with their 
answer to minimize this.”   

 

- “Although unlikely, the participant may find some of the questions to be somewhat 
embarrassing. To minimize that risk, the participants will be told that they may choose to 
skip any question that causes them discomfort.” 

 

-  “The only risk to the participant is slight inconvenience in taking the survey.  However, the 
survey has been designed to take only 5 minutes of the participant’s time.  If the survey 
takes longer, the participant can choose to stop at any time.” 

Question 4:   The IRB will consider the magnitude of harm for the risks identified above and the steps you 
plan to take if the harm occurs. (Common approaches are: Give access to research staff, availability of 
referrals, counseling 

 

Section J:   Potential Reportable Activities 
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Section K:  Deception – Deception is the intentional misleading of participants or the withholding 
of full information about the nature of the study.   Deception increases ethical concerns because it 
interferes with the ability of the subject to give informed consent.   Participants have the right to full 
disclosure as soon as possible; however, in exceptional circumstances, the full or true purpose of the 
research may not be revealed to the subjects until the completion of data collections.  Deception 
techniques should be used with discretion and may only be employed with the approval of the IRB. 

Section L: Protected Health Information (HIPAA) 
For more information on the questions, refer to Attachment 4 

Section M: Other Information 
For more information on the questions, refer to the attachments listed under each.   

 

Last update 3/5//09 
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