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HOW TO USE THIS DOCUMENT 
• This document is meant to serve as a step-by-step guide to the new Cayuse 

IRB application for Morehouse School of Medicine. This guide will detail how 
the response to some questions will populate different forms and additional 
questions.  

 

• If you are looking for a specific form in the Cayuse application, the quickest 
and most efficient way to search this document is to utilize the Search and 
Find feature.  
o Push the CTRL and F keys at the same time on your keyboard to initiate 

the navigation feature. In the pop-up, type the name of the form you are 
looking for, and all mentions of that form will automatically populate. 

 

• The appendices in this document will have additional guidance on commonly 
asked questions. If you need assistance in developing certain documents, 
refer to the appendices, or refer to the MSM website for templates.  

 

 

 

If you cannot find the answer to your questions in this document, 

 please reach out to the IRB at IRB@msm.edu 
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How to create an IRB submission in Cayuse- Overview 

I. Study Initiation 
1. Upon logging in to Cayuse, you will be taken to the “Home” screen.  

 

2. Under “Products” on the top right side of the screen, select “Human Ethics.” You may or may not have 
access to multiple Cayuse systems, so it is important to select the correct option. 
 

 

 

3. Always note that the platform you are on will always appear in the 
top left corner of the page. You should notice once you click 
“Human Ethics,” the platform changes accordingly from “Home” to 
“Human Ethics.” 

 

4. There are multiple roles you can have in the Human Ethics platform. If you are an IRB board member, you 
will have this role, as well as the researcher role. You always want to check that you are in the correct role 
before you start a new study submission. To begin a new study, or to access your current or pending 
studies, you need to be in the role of “Researcher.”  

 
TIP: If you select the star next to the role, it will automatically default to that role each time  
you enter the Cayuse system.  



5. On your Dashboard, you’ll see a list of widgets with different key information on your IRB submissions. The 
five buttons across the top are options to click to see the full detailed list of all of your studies in each 
respective status (In-Draft, Awaiting Authorization, Pre-Review, Under Review, and Post Review). Under 
these options are lists of your current studies, pending tasks, the a list with all the types of submissions you 
have open, your approved studies, studies that are expiring within 30 days, and studies that have already 
expired. Certain questions can be answered in the Cayuse system by clicking the “?” button at the bottom 
right side of the page. 

 

6. To begin a study, at the top right of the page click the blue “+ New Study” button. 

 

7. Enter the Title of your study and then click the blue checkmark. ☑ 



 

8. Once you click the checkmark, you will be able to start your submission. Click the “+ New Submission” 
button to begin. 

 

9. For a new submission, the only option will be “Initial.” 

 

10. Here you’ll see what step your study is in at the top of the page. To start your submission, click “Edit.”  



 

 

II. Filling out the IRB Application 
The IRB Application is a Smart Form. This means that different questions will populate depending on the answers 
provided. This is intended to make simpler studies, such as retrospective chart reviews and surveys, less 
cumbersome to complete. This also means that it is extremely important to pay attention to what answers you 
select to ensure the correct questions appear. 

 

1. Getting Started 
On this form, you’ll find a list of all the items you will need in order to complete your Cayuse application. The 
necessity of some of the documents will depend on the type of study you are submitting. 

ALL studies require the following: 

• Detailed Study Information (you will enter this into the Smart Form application directly). 
• Protocol (this is not the grant proposal. See Appendix A- Grant to Protocol Guidance for more 

information).  
• Research Team Information 



• Documentation of Scientific Review 
• Participant Information (even if you are requesting any waivers for consent/HIPAA, you will be required 

to describe your study population). 

       Some studies require: 

• Consent forms (if your study involves interactions directly with participants) 
• Study Recruitment Documentation (any flyers, advertisements, letters, emails, etc. that will be sent to 

potential participants). 
• Blood/Tissue Storage Banking Information (if you are collecting any human specimens- blood, saliva, 

tissue, urine, etc.) 

        If your study involves the use of a drug or device: 

• Investigator Brochure 
• FDA letter (approval for use) 
• IND/IDE, if applicable 

        If your study involves sites outside of MSM: 

• Letter of agreement from MSM-nonaffiliated sites supporting their participation in the research 
• CITI certificates (or equivalent training) from non-MSM personnel 

To continue with the IRB application process, you must acknowledge that you have read the information and are 
ready to proceed. 

 

 

 

 

Upon checking the “Yes” button, you will receive a checkmark next to the “Getting 
Started” form, and two additional required forms will populate at the top left of the 
page.   Checkmarks will let you know that a form is complete.  

 

 

2. Study Personnel 

• When you click on the “Study Personnel” form, you will be directed to enter information for the 
Principal Investigator. Click the “Find People” button and search. The PI will be required to provide 
a signature on the submission once it is ready to submit to the IRB.  

o If you cannot find the person who is the PI in the “Find People” search section, reach out to 
the IRB office immediately at IRB@msm.edu to add this information. 

o Click the person’s name to select them (it will show you the selected record at the bottom) 
and click “Save.” 

mailto:IRB@msm.edu


 

• Next, select the PI’s affiliation with Morehouse School of Medicine. 

a. Faculty and Staff 
o You will need to assign a Primary Contact to the submission. It will default to 

yourself if you do not select anyone. You can only assign (1) primary contact. 
This person will be able to edit the study, create amendments, and will receive 
study communications. To change it from yourself, click the “X” button and 
then use the people finder to select the correct person.  

 

b. Student 
o Students are required to indicate the program they are in. 

 

o As well as their Faculty Advisor. 

 

c. External PI and Other 

• An External PI should only be selected if you are in an organization that uses MSM as their IRB of record. 
You will likely need to submit a request to have individuals added to the system for your Primary Contact 
and other External Collaborators.  

• Please reach out to the IRB before selecting the “Other” category to ensure this is the correct option for 
you. 



d. American Cancer Society 

• This option should only be selected if you are employed by and submitting a study on behalf of the 
American Cancer Society. If you are a MSM investigator who has a study funded by ACS, please 
select Faculty or Staff.  

• When you select this option, the only Smart Forms that will populate are the Conflict of Interest 
form, the Basic Study Details form (once COI is complete), and the ACS IRB Application. Scroll 
down to Section 15 titled American Cancer Society (ACS) IRB Application for details on this form. 
 

If you have External Collaborators (people who work outside of MSM), you will select “Yes” and provide the 
requested information on all team members. You will also be required to submit Documentation of Training for all 
external collaborators, as the CITI integration only covers individuals who complete the CITI training through 
Morehouse School of Medicine with their MSM-affiliated email address. 

 

 

You will also be asked if there are any employees outside of MSM that will assist in the conduct of the research (for 
example, if you will be using hospital phlebotomists to draw research blood samples or Grady Health System 
nurses to administer experimental drugs to participants). These individuals will not be required to complete CITI 
training to conduct these responsibilities, unless they are specifically affiliated with study (e.g., a nurse who is 
administering medications but is also on the study team and will be included on publications). If this question 
does not apply, you can indicate this by inputting “N/A” or simply leaving it blank. 

 

3. Conflict of Interest 

• The COI form is specific to the study you are submitting currently. Any questions that apply to you (i.e., you 
check “yes”) will require you to elaborate in a free-text field. Regardless of whether or not you have 
submitted the COI to the Office of Compliance and have a COI management plan in place, you are required 
to indicate any relevant COIs in this section.  

• You are also required to have all members of the research team participate in some kind of 
education/training on COIs. 

• Only the PI should attest to the last statement on the COI page.  



 

 

4. Basic Study Details 

a. Study Basics  

• A protocol is required for all submissions. For guidance and templates, 
please  refer to the Resources guide provided on the MSM website. 

 

• If your study involves any type of consent, assent, or parental consent form (verbal, written, electronic, 
etc.), you will need to upload it in the Consent/Assent Forms section. Multiple documents can be 
submitted in this section. All documents must not include track-change, comments, highlighting, etc. The 
documents submitted should only be clean, final documents. 
 

o Note that Cayuse uses a document stamping feature that will stamp the bottom right corner of the 
document. Please ensure the bottom right corner of your documents is clear for stamping, i.e., do 
not use narrow margins. 

 

• If your study involves the transfer of Data or Material (specimens, paper documents, electronic data, etc.) 
you will be required to execute a DUA or MTA. 

 

 

• A lay summary is required for all submissions. Please review Appendix B- Lay Summary Guidance for 
assistance. 

 

 
 
 



• Your study timeline should be the expected start date and expected end date of the project. These dates do 
not have to be exact (unless your study has a specified funding period).  

o For chart review studies, do not use the dates you are pulling records from. The timeline should 
reflect when you anticipate to begin actually reviewing charts, to whenever you believe the analysis 
will be completed.  

 
 

b. Project Type 

• One of the most important questions on this application will be the Project Type question. Your response to 
this question will populate other questions and forms that will be based on the type of project you are 
submitting for review. It is very important to select the appropriate response here, so you fill out the 
correct forms. If you answer this question inappropriately, you may be told to go back and redo the 
submission. 

 

• If you select one of the first three options: 
“Research Study,” “Clinical Trial,” or 
“Establishment of a Biorepository or Data 
repository,” you will be required to submit 
documentation of Scientific Review. This can 
be as simple as a letter of support from your 
department’s chairperson stating they have 
reviewed and support the protocol, or 
evidence of grant reward/approval.  

 

 

 

 

 

 

• If your select “Activities Without a Plan to 
Conduct Research (Case Report, Quality 
Improvement project, Public Health project) 
OR Research in which this Institution is Not 
Engaged” or “118 Determination/Future 
Human Research,” then you must select the 
last option in the next question about IRB Oversight Arrangements. Please see Section 14 for more 
information about the NHSR Smart Form, and Section 15 for the 118 Determination Smart Form.  



• If you select “Single Patient, Treatment Use, 
Continued Access Drug/Device Study” or 
“Emergency (or Compassionate) Use of 
Investigational Drug or Device,” you will proceed to the IRB Oversight Arrangements question.  

o Note that MSM does not currently allow for Emergency (or Compassionate) Use of Investigational 
Drug or Device. If you feel your study falls in this category, please reach out to the IRB immediately.  

 
• The “I am submitting a study for review on behalf of  

the American Cancer Society” option should only be 
selected by those who have also selected “American Cancer Society” as their PI affiliation on the Study 
Personnel Smart Form.  
 

c. IRB Oversight Arrangements 

• IRB Oversight Arrangements refers to how IRB oversight is organized for this study. Will your study involve 
more than just Morehouse-affiliated facilities? Will it be conducted at more than one institution? Each 
option is broken down as follows. 

 

• Study solely at MSM site(s) 
o This option is for a research study or clinical trial that is only being done on Morehouse School of 

Medicine campuses. The MSM IRB will have full oversight and is needed to provide full review and 
approval of the study. No external collaborators or partners that are involved in Human Subjects 
Research (informed consent, access to identifiable information, etc.) 

• Study involving more than 1 site where each site will conduct their own IRB review 
o This would apply to studies that fall into Exempt categories. MSM (and a majority of other academic 

institutions) do not enter into reliance agreements for studies that qualify under Exempt research 
categories. For this reason, each participating site would need to submit their own separate IRB 
application to their respective institution. 

• Study involving more than 1 site where MSM is the Reviewing IRB (IRB of Record) for other sites 
o This option is for studies that involve external collaborators where each site may have a different 

role in the study and are working together as a team. For example, the MSM investigator and an 
investigator at another institution are both recruiting participants via Zoom calls and have one MSM 
research coordinator entering the collected data into REDCap. In this option, MSM is the Reviewing 



IRB, meaning that MSM will be responsible for oversight of the study (this is typically the case when 
the MSM PI is the main PI for the study). 

o You will be asked to indicate whether or not you will be using SmartIRB. 
• Study involving more than 1 site where MSM is Relying on an External IRB 

o Similar to the above option, except in this scenario, the main PI is likely at the other institution, and 
we are deferring to their IRB for review of this study.  
 Please note that for studies that are deferred, the local PI at MSM is still responsible for 

submitting all study-related documents, and all approved amended documents, adverse 
events, unanticipated problems, and IRB communications to the MSM IRB.  

• Multi-site study (multiple US sites participating in a research study using the same protocol) where MSM is 
the Reviewing IRB (IRB of Record) for all sites 

o This would be a study where each site that is participating in this research study is acting 
independently of one another. They are all following the same protocol, but typically the data is 
being aggregated and analyzed on the backend by the sponsor. In this case, MSM is the Reviewing 
IRB meaning that MSM is responsible for oversight of the study (this would only apply if the main PI 
is at MSM). 

o You will be asked to indicate whether or not you will be using SmartIRB. 
• Multi-site study (multiple US sites participating in a research study using the same protocol) where MSM is 

Relying on an External IRB 
o This is the most common option for pharmaceutical and large-scale device trials. In this scenario, 

multiple sites are conducting the same protocol independent of one another, and we are Relying on 
an external IRB to review and approve the study and all amendments.  
 Please note that for studies that are deferred, the local PI at MSM is still responsible for 

submitting all study-related documents, and all approved amended documents, adverse 
events, unanticipated problems, and IRB communications to the MSM IRB.  

• Click this option if you selected either of these options for the previous question: 
-Activities Without a Plan to Conduct Research (Case Report, Quality Improvement project, Public -
Health project) OR Research in which this Institution is Not Engaged 
-118 Determination/Future Human Research 
• This option must be selected only if your response to Project Type was one of the two 

responses listed. 
 

d. Study Sites 

•  List all of the local MSM-affiliated locations involved in the study. This 
is a multi-select question, so check all locations that apply. 
 

 

 

• Next, if applicable, list all the sites/locations within the United States that will be involved in the project. If 
not applicable, leave this section blank or indicate N/A. 

 



• If your study is going to involve International Sites, the next question 
should be marked “Yes.”  

o This will prompt a new Smart Form called “International 
Research.” See section 12 for more information about this form.   

e. Emergency Preparedness Plan 

A requirement by AAHRPP (the Human Research Protection Program accreditation organization), all 
studies must include an Emergency Preparedness Plan. You will be required to share a summary of your 
Emergency Preparedness Plan in your application. Please see Appendix D at the end of this document for 
further guidance and examples. 

 

5. Study Design 
The Study Design smart form includes questions about the overall product design and background. Do not cut and 
paste from or merely suggest referring to the protocol in this section. All descriptions should be 
understandable to an educated non-scientist. This section should take time and thought to complete to ensure 
that the IRB analyst reviewing the study will understand the overall purpose.  

• Provide the study background information. Why are you doing this project? Why is it important for scientific 
knowledge? What do you think it will benefit/contribute to society? 

 

• Note what your hypothesis of the study is. What do you predict will happen? 

 

• Clearly indicate the goals and objectives of the study (specific aims and anticipated outcomes). 

 



• Next is the study design question. Provide a detailed explanation of how you will achieve the goals and 
objectives mentioned in the previous question (i.e., what are you proposing to do?).  

 

• Provide a clear summary of the role of the participants. Are they being asked to utilize a new drug? Are they 
being asked to complete a survey or participate in a focus group?  

 

• The final question on this form is to indicate what type of clinical trial this study is. If your study is not a 
clinical trial, you must mark “Not a Clinical Trial” to complete the form. Select all that apply. 

 

o If your study is Randomized, you will be asked to describe how the randomization will be completed 
for the study. 

o If your study Uses a Placebo, you will be asked to provide a rationale for using a placebo. 
o If your study is Blinded, you will be asked to indicate whether it is a single-blind or double-blind. 
o If you select Other, you will be asked to describe what you mean by “other.” 

6. Participants (Selection, Recruitment, Protection) 
The Participants smart form will be the longest form you have to complete for your IRB application. This is because 
the IRB’s focus is on the protection of human subjects. Provide as much detail and information as possible in this 
section. The more details you provide, the less questions you will likely receive from the IRB if you communicate 
clearly.  

a. Waivers or Alterations to the Informed Consent Process 

• Indicate whether your study will be requesting a waiver of informed consent. A full-waiver would be 
requested in studies such a retrospective chart reviews, or studies where the only linking identifier would 
be the informed consent form. A partial-waiver is typically used in studies where the team would like to pre-
screen patients for eligibility by looking at their medical records, and if they seem to meet the 
qualifications, the participant would then be approached to provide informed consent. If you will be 
consenting participants prior to the start of study activities, select “no” for this question. 



 

o If you select “Yes, full waiver” or “Yes, partial waiver,” you will be asked to check all responses that 
apply: 

 

o If you select “Yes, partial waiver” or “No” to the waiver question, you will be asked to describe the 
procedures for obtaining informed consent.  

b. Consent Process 

If you select “Yes, partial waiver” or “No” to the waiver question, you will be asked to describe the procedures for 
obtaining informed consent.  

• Describe all consenting procedures, the setting where the informed consent discussion will be conducted, 
the time between signing the consent and study procedures beginning, etc.  

 

c. Participant Selection 

If you respond to the question for “Type of Waiver or Alteration to the Informed Consent Process” with any of the 
following responses: Waiver of Documentation of Consent; Use of Short Form Consent Form; Alteration or Waiver 
of some elements of Consent, questions regarding participant selection will be required.  

• Note how many participants will be enrolled in this study, both at this institution (all MSM facilities) and the 
total study enrollment (across MSM and external facilities). If MSM is the only site involved, the numbers for 
these questions should be the same. 

 



• Indicate the ages, or age range, for participants you are including in your study. 

 

• Indicate what language(s) the consent form and consent discussion will include. Note that if you select a 
language other than English, you will need to provide copies of the consent form in every language you plan 
to consent participants in, as well as a translation certificate. 

 

• List all Inclusion Criteria and Exclusion Criteria for the study. 

 

 

• Indicate whether your study will be excluding or including individuals based on their age, race, ethnicity, 
sex, etc. and justify why you will be purposefully including or excluding people.  

 

• Next, you will indicate any and all vulnerable populations that you will be including in your study. Check all 
that apply. If no vulnerable populations will be used in the research, select the last option. 



 

o If you select any of the vulnerable populations listed above, you will be required to include 
information about their necessity of inclusion and describe the additional safeguards for each 
vulnerable population you will be including.  

 

 

d. Participant Recruitment 

• Describe your recruitment process, including any materials you will be using for recruitment. Be sure to 
include all recruitment documents in the attachments section. 

 

 

• Describe in detail how long the participants will be in the study, how long each visit will take (including an 
estimate for survey completion time, if applicable, and a study visit table/chart if available. 



 

• Indicate whether Compensation will be provided to the participants. If you plan to use a drawing method as 
an incentive for participation, please see Appendix C- Drawings as Incentives for Participation for guidance. 

 

o If “Yes,” you will need to describe how much, when, how, and where payments will be distributed. 
Include information about whether the payment accumulates over time, or if each visit will be paid 
separately. Will the participant need to complete the study to be paid? If there is a crossover arm, 
will they be paid for both study arms, or just the first? 

 

e. Participant Protection 

• First you will address all of the potential risks associated with your project. Do not state that there are no 
risks or that you do not anticipate any risks. All research studies have risks.  

 

• Next, list and describe the potential benefits for subjects, if any. Compensation, gifts, or items provided by 
the study should not be listed here. 

 



• If the study poses more than minimal risk, or you have included a Data & Safety Monitoring Plan or have a 
Data & Safety Monitoring Board, check “yes” to the question below. Answering yes to this question will 
populate a new smart form titled Data & Safety Monitoring (see section 13 for guidance). 

 

• Indicate whether or not there will be Deception used as a method of data gathering. 

 

 

o If “yes,” you will need to provide a justification for the use of 
deception, as well as debriefing script that you will read to 
participants once the study has concluded. 

 

 

 

 

• Next, describe the steps that will be taken to protect subjects’ privacy. 
Privacy is the ability of the participant to control the access of others to themselves. 

 

• Finally, describe the steps taken for maintaining the confidentiality of data.  
Confidentiality is an agreement between the investigator and participant in how data will be managed 
and used. 

 

• If your study is covered by a Certificate of Confidentiality, answer “yes” and upload a copy of the CoC. If it is 
not covered, check “no.”  



 

 

7. Study Procedures 

• The first question in the Study Procedures form will be the longest. Outlined below are all of the points to 
consider when describing your study procedures and methods. Again, this should not be a copy and paste 
from the protocol. 

 

• The Additional Procedures question is optional and should only be answered if it applies to your study. 

 

• Next, list all of the Resources your study will require to be conducted. This question is asked to assess 
feasibility. The IRB cannot approve a study for which resources are unavailable, as this indicates the study 
will not actually ever begin. For example, if you require funding for your study but do not have any funding 
secured, the IRB will not proceed with review until funding is available.  

 

 



• The Study Products question is important because the answer to this question will determine whether or 
not to populate the Study Products smart form (See Section 8- Study Products). You must select “Yes” to 
this question if your study involves any type of drug, biologic, device, diagnostic, dietary supplement, food 
additive, cosmetic, etc.  

 

• The next question is about Study Instruments. If applicable, list all of 
the study instruments being used in the study (names of all the 
surveys, scripts for focus groups/interviews/phone calls, scales, 
questionnaires, blank evaluation forms, curriculum or training 
materials, etc.). Attach a copy of all instruments using the 
attachment button. You can upload as many documents as you 
need. 

 

 

 

• The next set of questions are about Data & Specimens. The first question will inquire about whether the 
project will involve the collection or use of data and/or specimens that are recorded in such a way that the 
identity of the individual who provided said data could be ascertained.  

 

o If your answer to the question above is “No,” you will check “None” for the next question, then skip 
to the Data Analysis question.  

o If your answer to the question above is “Yes,” you will be required to provide a comprehensive 
explanation of Collection and Handling procedures. Be sure to address each of the questions listed 
in this section. 

 



• Next, indicate what type of specimens you will be collecting for your study. If you are not collecting 
specimens, select the answer “None.” If you are collecting more than one type of specimen, make sure you 
check the box next to all applicable answers. 

 

• Since you indicated you will be generating data or specimens from participants, you must describe how 
relevant results will be shared with other providers. If it is not relevant to share research data with 
participants’ providers, you can simply type in this section “N/A.” 

 

• If you indicated that biological specimens will be collected, indicate whether or not a CLIA certified lab will 
be used if results will be shared with participants or their providers. Then, indicate whether or not results 
will be shared with participants. 

 

 

• The next three questions pertain to Data and Specimen Banking and storage for future research.  

 

o If you select “Yes” to the question above, you will be prompted to indicate whether future genetic 
research may be possible with the banked samples, as well as what the Data and Specimen 
Banking Procedures are for your study. Make sure to address each of the items listed below. 



 

o Next, indicate whether the data will be submitted to a NIH data repository. If “Yes,” make sure to 
complete the MSM GWAS Data Submission Application and include the associated Modular 
Language in your consent form. 

 

o Finally, indicate whether data or specimens will be submitted to a MSM biorepository. If “Yes,” name 
the location of the biorepository. 

 

• If you answer “No” to the Identifiable Data/Specimens question, you will finish this form with the Data 
Analysis question. Provide a summary of the statistical plan you will use for the study. 

 

 

8. Study Products 
The Study Products smart form appears if you answer “yes” to the following question in the Study Procedures 
smart form. If your study does not involve a study product, return to the Study Procedures smart form and change 
the answer for this question to “no.” 

 



• The first question in this form asks about the type of product(s) that will be used for this study. Select all 
that apply. Your response to this question will populate important questions specific to the product type. 

 

• “Biologic” encompasses vaccines, blood products, cellular and 
gene therapy products, tissue and tissue products, allergenics, and 
others. Ensure that you select all that apply. 

 

• “Food” is broken down into multiple categories. Ensure you 
select all that apply.  
 
 
 

a. Drugs, Biologics, Food, Cosmetics 

• If you check Drug, Biologic, Food and/or Cosmetic to the above question, the following questions will 
appear.  Make sure to include responses for all products related to your submission.  

o If you have more than one study product, the questions will only appear once so ensure that each 
product is appropriately addressed for each of the following questions. 

 

 

o If your product will be billed to the subject or the subject’s insurance provider, you will be 
required to attach the FDA letter that approves charging for this product. 



 

o You will be required to include all FDA approval documentation for the product, as well as the 
Investigators Brochure, Package Insert, etc. This attachment section allows for the upload of as 
many documents as needed. 

 

b. Devices 

• You should select and complete the Device section even if you believe your device falls into the 
Nonsignificant Risk Device category. It is up to the IRB to make the formal determination of NSR. Ensure 
that you select all categories that apply. 

 

• You will then need to respond to the following questions: 

 

 

• If you believe your device is a Non-Significant Risk Device, you will answer the following question “yes” and 
will provide the justification. If your device has an IDE, this question should be answered “no.” 



 

• You will attach all device documentation (IDE letter, instructions, user manuals, risk documentation, etc.) 
in the following attachment link. This attachment section allows for the upload of as many documents as 
needed. 

 

 

c. Other Products 

• If you select “Other,” you will be asked to describe, and the IRB will reach out to indicate to you which 
option from the list you should select so you can complete the appropriate questions. You may also reach 
out directly to the IRB at IRB@msm.edu to inquire. 

 

9. MSM Reviewing IRB 
In addition to all of the study-specific forms, you will be required to complete the MSM Reviewing IRB smart form if 
your multisite study is utilizing MSM as the IRB of record for all sites.  

• The first question asks whether the MSM PI is the lead investigator of the entire multi-site study. 
o If the answer is “no,” you will be required to indicate why MSM is being listed as the IRB of record. In 

most cases, MSM IRB should not be the IRB of record if the lead PI is not affiliated with MSM. Reach 
out to IRB@msm.edu if you need to select no to this question for further discussion. 
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• If you select “yes,” you will be prompted to answer three questions about the management of the multi-site 
study.  

 

 

 

• This form is complete once all three questions are answered.  
 

10. MSM Relying IRB 

• When MSM is relying on another IRB to conduct the review, you will select one of the Relying options in the 
IRB Oversight Arrangements question in the Basic Study Details form.  

• Once you select this, you will be asked whether or not the study will be utilizing the SMART IRB platform for 
the reliance agreement. 

o The SMART IRB platform is only for reliance agreements. You do not submit and receive approval for 
the study on SMART IRB. SMART IRB is not required for reliance agreements, and is typically only 
used when studies involve multiple (3 or more) sites. 

 

• You will be required to provide all information for the Reviewing IRB.  



 

• You will then upload all study documents that were approved by the reviewing IRB, such as surveys, 
questionnaires, interview scripts, advertisements, instructional pamphlets, etc. Make sure to edit 
consent forms and advertisements appropriately to reflect MSM-content. Also note that MSM 
requires all consent forms to be at an 8.9 reading level or lower, regardless of what the reviewing IRB 
approves. 

• You must also upload the Reviewing IRB approval letter indicating what documents were 
reviewed/approved, and that MSM is approved as a site. 

 

• If not utilizing SMART IRB, you will need to upload the executed reliance agreement as well. Please note 
that all reliance agreements must be routed in Agiloft for signature by Dr. Rick Kittles. You cannot sign your 
own reliance agreements. 

 

• Finally, if applicable, you will enter the names of other participating sites relying on the reviewing IRB.  

 

• The application will then be marked as complete. 
o See Section III. Submitting Your Study for further details on submitting the application. 

 



Please note that the MSM IRB does not enter reliance agreements for studies that fall solely under the exempt 
categories. If you believe your collaborative study is approvable only via exempt categories, please contact us at 
IRB@msm.edu for further guidance. 

 

11. HIPAA and Consent Waiver Application 

 

One of the important things to note with HIPAA and consent waivers is that even if you are not recording PHI or PII 
in your research records, you still need a waiver to access PHI/PII. For example, if you are requesting to collect data 
from patients’ medical records, even if you only extract non-identifiers from the system, it is reasonable to assume 
you will inevitably view PHI (such as name, DOB, MRN, etc.) while extracting this data, and therefore you would 
need to request a waiver and list the identifying information you will access and what you will extract.  

• First, you will specify whether you are requesting a full or partial HIPAA/consent waiver. A full waiver would 
be for studies that will not utilize a consent form at all (for example, a retrospective chart review study, or a 
study that is administering an anonymous survey where the only identifying link to identity would be the 
consent form). Partial waivers are typically requesting when the study team needs to pre-screen potential 
participants for eligibility, and if they meet pre-screening requirements, the participant can be approached 
for consent to the study. For example, if a study is administering a drug to participants that have 
hypertension and have failed 3 or more other medications to manage/control their high blood pressure, a 
partial waiver could be requested to review potential participants’ medical records to compile a list of 
potentially eligible people based on this inclusion criteria, and then the team would know who to approach 
in the clinic for study enrollment.  

 

• Next, describe what you are requesting the waiver for (HIPAA or consent, pre-screening, retrospective chart 
review, surveys, interviews, focus groups, etc.) 

 

• Then, select all identifying information that you will access AND/OR record for the project. 



 

• The following question is an acknowledgment that the 3 items mentioned are in place. If your study 
documents (such as the protocol) do not mention how the following three items will be addressed, your 
HIPAA waiver will be rejected.  

 

• Once you have created the plans based on the 3 points mentioned in the previous question, you will 
describe those 3 plans in the next set of questions. 

 

 

• You will then indicate whether a waiver will adversely affect the privacy rights of the individuals whose data 
is being collected. If the waiver will adversely affect the privacy rights of individuals, it is unlikely a waiver 
will be granted. 

 



• Justification will be required for why the research cannot be practicably done without the waiver (you 
cannot simply reiterate that it is impractical, you must describe why it is impractical to do the research 
without the waiver. For example, a reason may be that there are a large number of records queried for a 
retrospective chart review, and it would not be appropriate to attempt to contact those patients to tell them 
about the study retrospectively, particularly for a study where results will not change care the individuals 
have already received).  

• If the research can be done without the waiver, then a waiver will not be granted.  

 

• Similar to the previous question, you must explain whether the research could or could not practicably be 
done without access to, use or disclosure of the PHI identified.  

 

• Next, you will be asked whether the privacy risks are reasonable in relation to the benefit for the individual’s 
whose records you are accessing. If yes, you will be asked to provide the risk/benefit analysis relating to the 
waiver request. If no, your waiver will be rejected (risks cannot outweigh potential benefits). 

 

 

• The next question asks for you to list ALL persons that will have access to, use of, or disclosure of PHI/PII. If 
there is a code being used that could link identifiers back to participants, all individuals who have access to 
the code will need to be listed as well. 

 

• If you will be sharing PHI amongst sites outside of Morehouse School of Medicine, you will need to list 
those sites, what will be shared, and note under what authorization the PHI is being released under. 



 

• Finally, the PI will need to attest to the Investigators Agreement for the HIPAA/Consent waiver to be 
completed. Note that in the system, technically the Primary Contact is able to complete this information. 
Do not name a primary contact that you would not feel comfortable allowing them to sign this document on 
your behalf. As the PI, you are ultimately responsible for adhering to this agreement. For student PIs, the 
Faculty Advisor must provide sign-off for the agreement. 

 

12. International Research 
The International Research smart form appears when the International Sites 
question in the Basic Study Details smart form is answered “yes.” 

 

a. Justification 

• Be prepared with this form to answer multiple questions about the handling of international research, 
including justification for why it is necessary to conduct the research in an international setting.  

 



b. Location(s) and Personnel 

• Next, you will need to list all of the cities and countries where the research activities will take place. 

 

• More specifically, in the next question you will provide the actual sites, their roles, and name the PIs and 
study personnel along with their roles at each site. 

 

• Next, you will identify the institution(s) and/or government(s) that will have access to any data/specimens, 
along with the level of identifying information they will be receiving or generating. 

c. Data and Specimens 

 

d. Local Context Information 

• The next 4 questions all relate to the local context at each international site. Be sure to address these 
questions for each international site involved.  

 

 



 

 

e. Participant Protections 

For the next 4 questions, it is important to provide as much detail as possible on the literacy/consenting processes, 
the status of women and children in each respective country, and clarification on research vs treatment in that 
country.  

For each question, review the italicized font for a list of all the information you will need to provide.  

 

 

 



 

f. Export Controls 

• If your study will involve any of the following exports list in the question below, you will be required to 
describe what those are. You will also be required to contact John Mulcahy at jmulcahy@msm.edu to do an 
analysis to determine if an export or deemed export license is required for your study. 

 

g. Attachments 

Finally, there are two attachment points for the International Research form. The first is a spot for letters of support 
and/or documentation of approval for international research, and the second is an optional section to upload any 
other documents relevant to the international research portion of the study. 

 

 

13. Data & Safety Monitoring 
As mentioned in Section 6 Participants, subpart e. Participant Protection, this smart form appears when you 
respond “yes” to the Data & Safety Monitoring question.  

a. Monitor(s) and Responsibilities 

• The first question will be where you indicate if a DSMP document has been issued by the lead site or 
sponsor. If “yes,” click attach and include the document. 
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• Next, indicate by checking all that apply, who will be responsible for monitoring the study data for safety. 

 

• Provide the requested information for all of the monitors or DSMB members. 

 

• Next, you will describe how the objectivity of the monitoring entity and the monitoring process will be 
ensured. 

 

• Then, identify the roles in gathering and monitoring data. You will need to identify who has what 
responsibility. Review the list in the question below: 

 

b. Monitoring Process 

• The monitoring process will begin with a question asking for description of what data will be monitored and 
reported, how reports will be submitted, frequency of reports, and timeframes for reporting certain events 
to monitoring entities and the IRB. 



 

• Next, you will be asked to answer five questions about the frequency, procedures, actions, 
communications, and confidentiality of the reported study data. Elaboration for each question is under 
each section of bolded text.  

 

 

 

 

 

14. NHSR or Not Engaged in Research 
This form starts by reviewing the definitions of “Research” and “Human Subjects.” 



a. Definition of “Research” 

 

• If one or both of the answers to the above questions are “no,” then you will be asked to provide an 
explanation of why the response does not meet the criteria for systematic investigation or contributing to 
generalizable knowledge. If one or both of the responses are “no,” then you will select “no” for the third 
question and the form will end. 

 

• If both responses to the research questions are “yes,” then you should respond “yes” to the question Based 
on the 2 answers above, does this project meet the definition of “Research”? 

b. Definition of “Human Subjects” 

• You will then be prompted to answer questions about whether the research meets the definition of 
involving “human subjects.” 

 

• If you select “no” to either of the first two questions, you will be prompted to explain why.  



• If the answer is “yes” to at least one of the 2 questions regarding human subjects, then the answer to the 
third question Based on the answers to the previous 2 answers above, does this project meet the definition 
of "Human Subject" Research? should be “yes.” 

o In this case, the project would be considered human subjects research and you will be required to 
return to the Project Type question to change your response and complete a full IRB application. 

 

 

c. Definition of “Engaged in Research” 

• If the answers to both questions are “no,” you will need to answer the question about whether or not the 
institution meets the definition of being “Engaged in Research.” 

 

• If the answer to this question is “yes,” then you will be required to return to the Project Type question to 
change your response and complete a full IRB application. 

• If the answer to this question is “no,” then you will be prompted to explain why, and you will be able to 
submit your form for determination by the IRB.  

 

• Note that if the IRB determines that the project is HSR, then a full IRB application will be required. 
• See Section III. Submitting Your Study for further details on submitting the application. 

 

15. 118 Determination/Future Human Subjects Research 
Definition:  

§46.118 Applications and proposals lacking definite plans for involvement of human subjects. Certain types of 
applications for grants, cooperative agreements, or contracts are submitted to Federal departments or agencies 
with the knowledge that subjects may be involved within the period of support, but definite plans would not 
normally be set forth in the application or proposal. These include activities such as institutional type grants when 
selection of specific projects is the institution’s responsibility; research training grants in which the activities 
involving subjects remain to be selected; and projects in which human subjects’ involvement will depend upon 
completion of instruments, prior animal studies, or purification of compounds. Except for research waived under 
§46.101(i) or exempted under §46.104, no human subjects may be involved in any project supported by these 



awards until the project has been reviewed and approved by the IRB, as provided in this policy, and certification 
submitted, by the institution, to the Federal department or agency component supporting the research. 

• The first question in this section is whether or not there is a definite plan for involvement of human 
subjects. If the answer to this question is “yes,” you will be required to return to the Basic Study Details 
form to select a more appropriate response to the “Project Type” question. 

 

• If the answer to the first question is “no,” then you will be required to answer 3 questions about project 
description, protocol development, and the timeline to human subject participation. 

 

 

 
• Finally, there will be a space to upload all relevant documents to support the NHSR determination (i.e., the 

grant application, a brief protocol, etc.)  

 
• Once you have answered the 3 questions and uploaded all applicable documents, you will be able to route 

the submission for certification. Please see “Section III. Submitting Your Study” for more details. 
 

16. American Cancer Society (ACS) IRB Application  
NOTE: This application is only intended for use by the American Cancer Society. If you are not affiliated with ACS 
and this form has appeared, please return to the Study Personnel section and select a different affiliation. 

• This application is also only for Exempt study types. If you are submitting a study that will not qualify for an 
Exempt status, or Quality Improvement, you will be required to complete the entire standard IRB 
application for studies that would be reviewed via Expedited or Full-Board procedure. 
 

• The ACS application starts with listing all Study Personnel. ACS is responsible for tracking and maintaining 
CITI training for their research personnel, so CITI certificates are not required to be uploaded for MSM IRB 



review, however, when new personnel are added to a study, it required that the IRB be notified of the 
person’s name and role on the study.  

• To ensure the proper smart forms populate, you must select “American Cancer Society” as the PI’s 
affiliation with MSM in the Study Personnel form. 

 

• In the Basic Study Details form, you must select the last option for the Project Type question. 

 

• You should then note that the following smart forms are the only ones that should populate: 



 

• You will be asked to list all study personnel for your project. 

 

• Next, you will identify which exempt research category the study falls under (if more than one, check all 
that apply). If you believe your project is not research, select the last option “Project does not meet any 
of the above eight categories.” 

 

• You will then need to answer seven yes/no questions. 

 



 

• Once all questions have been addressed, you will be able to submit your study. Go to section III. 
Submitting Your Study for further guidance. 

III. Submitting Your Study 
Before you can submit your study, you must confirm that all of your smart forms are 
complete. As described in Section II: Filling out the IRB Application, you will have 
different forms depending on your responses to questions. If a form is completed, it will 
display a checkmark next to it. If the checkmark does not appear, you will need to go 
back and review the form to determine what was missed. All questions that populate a 
text box for further details after checking “yes” or “no” are required.  

 

Once all of the checkmarks are fulfilled, you will see the option for Routing. In Cayuse, 
the PI must certify the submission before it will be sent to the IRB for pre-review. Upon 
clicking the COMPLETE SUBMISSION > button, it will ask you to confirm that you want to 
submit for routing. Click the green CONFIRM button. This will send the submission to the 
PI for certification. 

 

 

In the Submission Details section, you will then be able to see that the submission is now in Step 2 Awaiting 
Authorization. 



 

To see what the submission includes, click the “View” button circled in the above picture on the left. If issues are 
noted, you will need to click “Return” to push the submission back into a In-Draft mode to make edits. 

If everything looks ready to submit to the IRB, click Certify to send it into Pre-Review for the IRB team to begin their 
assessment. 

IV. IRB Reviewing Process 
Once your study has been submitted to the IRB for Pre-Review, an IRB analyst will review your application within 5 
business days. They can make comments and provide feedback/ask questions in the IRB application itself, directly 
to your original responses. You will also be able to respond to the comments as well in the application.  

 

 



Resolving Comments 

• Comments from a reviewer or analyst will appear as a bubble beside the 
smart form section that the comments are located in.  

 

 

• To locate the comment(s), type “CTRL” and “F” at the same time, then 
search for the word “Expand”. Click on the “expand comment” button to 
view the comment. Note that there may be more than one comment in a 
section.  

 

• To address/respond to the comment, reply to the comment then fix the 
issue in the actual submission.  

 
• Once you have replied to the comment and fixed the issue, click the “Not 

Addressed” button in the drop down and change it to “Addressed.” 

 

If the IRB analyst determines that there needs to be items addressed in your initial submission prior to submitting it 
to the full-board or a reviewer for approval, they will send it back to the study team and the submission will go back 
to the “In-Draft” step for modifications. Once modifications have been made and comments have been addressed, 
follow the steps “Submitting Your Study” once more to route and certify the submission, then the IRB analyst can 
review again. 

V. Amendments 
Unlike the previous eIRB system, Cayuse has a feature that compares all changes between documents. This 
means that all documents that are submitted in the Cayuse system need to be clean, final documents. This means 
free of comments and free of track-changes. If you submit draft or marked documents, your submission will be 
returned to you without being reviewed.  

An important note is that when you make a change to your application, you must consider every category that the 
change affects. Consider changes to risks/benefits, resources needed, personnel changes, study procedures, etc. 

• Once your study has been approved, you will need to submit a “Modification” application for any changes 
to the submission post-approval.  

 

• You will be asked to confirm that you want to make changes to your application.  



 

 

• The entire application pulls up for every amendment/modification submission. Make sure you change 
everything that applies to the modification prior to routing for review. This is different from the previous 
eIRB system, so it is extremely important to review your submission carefully!  

• You do not need to note what has changed. On the IRB reviewer side, the system tells us what has been 
deleted and added in each individual box, as well as what attachments have changed, so you just have to 
make your edits, and the IRB will be able to see it.  

• Similar to the initial application, you will route the completed submission to the PI for certification, and 
then it can be submitted to the IRB for review. 

VI. Continuing Reviews 
Similar to Amendments, you will select the + New Submission button under the study you are requesting 
Continuing Review for. Then, click Renewal. 

 

• You will be asked if you are requesting more time for your project. If the answer is “no,” click on the 
submission details button at the top of the page, then click on the grey button with the trash can to delete 
the submission. If your project is expiring and you do not need to continue it, create a Closure submission 
instead. 



 

• Once you click “yes,” you will need to select the IRB Oversight Arrangements (should be the same as the 
initial submission). 
 

• If your study is relying on an external IRB to be the IRB of record, you will be prompted to Attach the 
renewal/continuing review approval letter: 

 

• Regardless of whether MSM is the reviewing IRB or if we are relying on an external IRB, you will be required 
to submit a brief report on the current status of your project. 

 

 

• Next, you will be required to enter numbers for Enrollment in your study. These numbers must be exact. Do 
not enter estimates.  



 

• Indicate whether there have been any subject complaints during this approval period: 

 

• Study amendments and modifications for studies where MSM is the relying IRB must be submitted to the 
MSM IRB within 10 business days of approval from the external IRB. Remember that even minor changes to 
study documents must be submitted to the IRB prior to implementation.  

 

• Indicate whether there have been any reportable events during this approval period, even if you submitted 
an Incident report already. If you have not submitted an Incident report for the mentioned events, you must 
do this immediately. 

 



• Unreportable events are protocol deviations or adverse events that are not required to be promptly 
submitted as an Incident. The PI should be tracking these events to be submitted during every continuing 
review period. If you have unreportable events, you will be asked to describe them in this section, as well as 
upload applicable documents such as event trackers. 

 

• If your study has any new relevant information, you will indicate and describe that in this section. 

 

• If your study expired and you are submitting this renewal post-expiration date, you will be required to 
indicate that here.  

 

• If you indicated “yes” to the question above, you will be asked some additional questions. Note that if you 
continue study activities post-expiration, you must indicate in publications that these activities were not 
IRB approved. 

 

• Next, you will be asked to describe why you allowed the study to expire, and the corrective action plan you 
will be implementing to ensure this does not happen in the future. 



 

• Finally, there is a section for any Additional Information or Documentation you wish to include in your 
renewal/continuing review. 

 

 

VII. Study Closure 
To close your study, you will create a new submission, and select the Closure option. 

 

• To begin, you will confirm that you wish to close the study. You will then indicate the reason for study 
closure. If you select “Project never started,” “Study terminated by sponsor,” or “Other,” you will be 
prompted to provide additional information. 

 

• You will then indicate the IRB Oversight Arrangements once more, and if using an External IRB (i.e., MSM is 
relying), you will be asked to upload the IRB closure letter from the external IRB. 



 

 

• Next, you will indicate what the study and participant status is. If your study is still enrolling or if treatment 
is still ongoing, your study closure request will be rejected. If your study is still using identifiable data, your 
study closure request will be rejected.  

o Studies where all data is deidentified can be closed and analysis can continue without IRB 
oversight. 

 

• Enrollment questions are self-explanatory and must be completed accordingly.  



 

 

 

 

• Indicate whether there have been any subject complaints during this approval period: 

 



 

• Study amendments and modifications for studies where MSM is the relying IRB must be submitted to the 
MSM IRB within 10 business days of approval from the external IRB. Remember that even minor changes to 
study documents must be submitted to the IRB prior to implementation.  

 

• Indicate whether there have been any reportable events during this approval period, even if you submitted 
an Incident report already. If you have not submitted an Incident report for the mentioned events, you must 
do this immediately. 

 

• Unreportable events are protocol deviations or adverse events that are not required to be promptly 
submitted as an Incident. The PI should be tracking these events to be submitted during every continuing 
review period. If you have unreportable events, you will be asked to describe them in this section, as well as 
upload applicable documents such as event trackers. 

 

• If your study has any new relevant information, you will indicate and describe that in this section. 

 

• If your study expired and you are submitting this closure post-expiration date, you will be required to 
indicate that here.  



 

• If you indicated “yes” to the question above, you will be asked why you allowed the study to expire. 

 

• If your study has been externally audited, please upload all audit reports. 

 

• If you have a Final Progress Report, you will upload it in the next question. 

 

• Finally, there is a section for any Additional Information or Documentation you wish to include in your 
closure report. 



 

 

VIII. Incident Reporting 
To create an Incident report, you will click the +New Submission button, and then click Incident. 

 

• You will first be asked to indicate what type of incident you are reporting. Check all that apply. 



 

• For any incident type you select, you will need to indicate IRB Oversight Arrangements. If your study is using 
an external IRB (MSM relying), you will be prompted to Attach the external IRB determination. 

 

• For any incident type you select, you will then need to describe the event. Make sure to describe all events 
if you have more than one incident. 



 

a. New or Increased Risk 

• If you have a New or Increased Risk, you will need to describe the Expectedness and Relatedness of the 
risk, as well as the Risk of Harm. 

 

 

 

• If the above three questions were all answered with “yes,” then this is a Reportable event. 



 

b. Protocol Deviation/Noncompliance 

• If you have a Protocol Deviation and/or Noncompliance incident, you will be asked about the Risk of Harm 
to the subject. 

 

o If you indicate that, “no,” the deviation did not harm the subject or increase risk to the subject, you 
will be asked if the change was to eliminate an apparent and immediate hazard to a subject. 

 

o If the answer to the question above is “no,” then you will be asked additional questions about the 
role of the researcher in the protocol deviation/noncompliance. 

 

o Next, if the deviation/noncompliance was a result of a researcher’s action, you will be asked about 
whether the deviation affected the rights of the subject. 



 

o If the deviation/noncompliance did not affect the rights of the subject, you will be asked if the 
deviation was due to a failure to complete corrective actions previously required by the IRB. 

 

o If the deviation/noncompliance was not due to a failure to complete corrective actions previously 
required by the IRB, you will be asked if this is a recurring incident of deviation/noncompliance. 

 

o Finally, if the answer above is “yes,” then you will be asked if this event is likely to continue without a 
corrective action plan. 

 

c. Written Reports 

• No specific additional questions are required for written report incidents. Complete all general required 
questions for submission.  

d. Suspension or early Termination of the Study 

• No specific additional questions are required for suspension or early termination incidents. Complete all 
general required questions for submission.  

e. Other 

• No specific additional questions are required for Other incidents. Complete all general required questions 
for submission.  



 

f. Corrective and Preventative Actions 

• For all incident report types, you will be asked if the event is being reported in a prompt manner per IRB 
policy. If the answer is “no,” you will need to explain why it was not reported promptly. Please note that 
prompt reporting is a requirement and there are consequences to late reporting. 

 

• For all incident report types, you will be required to submit corrective and preventative action plans, as 
described below. For corrective actions, be sure to immediately submit a Modification application to 
change the protocol to reflect these actions.  

 

 

• Finally, there is a spot for Additional Information, if applicable. You may upload Additional Documentation 
that you wish to include here as well. 

 

IX. Withdrawals 
If you wish to withdraw your initial submission, you will need to submit a Withdrawal Request. Start the Withdrawal 
application, indicate that “yes” you wish to withdraw the submission, and provide a justification. Then, submit the 
application for IRB review. 



 

X. Legacy Submissions- TBD 

APPENDIX 

Appendix A- Grant to Protocol Guidance 

Differences in the Goals of a Grant vs. a Protocol 

 

A grant or proposal is written to convince reviewers that your 
proposed project is scientifically sound and you have the 
expertise and resources to conduct the study. 

A protocol is written to explain the who, what, where, when, 
why of your project. A protocol must be clear, 
understandable, and detailed, without being so specific that 
you have protocol deviations when the conduct of the study 
meets the real world. 

 

There isn’t always a one-to-one relationship between the grant 
and the # of protocols. 

Some grants describe multiple project phases/protocols that 
will be implemented over time. Some protocols are revised over 
and over again as new funding is obtained, new sub analysis is 
planned, or new ideas occur to the PI. 

 
Matching multiple grant/ protocol goals can get complicated if 
you don’t have a strategy for regulatory compliance. Protocols 
that try to include too many objectives and study populations 
may no longer be understandable. 

There can be frustrating consequences if you don’t have a plan 
for compliance with different funding requirements or future 
use of the study data. 

 



Determine whether to revise an existing protocol or write a new protocol 

There will be times when you receive a new grant after you already have an IRB approved protocol. If the research is 
similar, you need to decide whether to revise the existing IRB approved protocol to add the new grant aims/activities 
or write a new protocol to submit to the IRB. If the changes make the protocol confusing to the IRB, study team and/or 
study participants, it is best to write a new protocol. The following are some things to consider when making this 
decision. 

Sometimes investigators already have an IRB approved 
protocol when they receive a new grant. There can be a 
temptation to revise an existing protocol instead of 
submitting a new protocol to decrease the study start-up 
time but this isn’t always the best plan. For example, if you 
have a minimal risk study that has expedited/exempt IRB 
review, it wouldn’t make sense to add study aims and 
procedures that were greater than minimal risk because the 
study would then require full board review. 

 

Studies may have multiple documents that describe your research 
including: the grant, your protocol, operational manuals, 
instruction sheets, and other helpful documents you may draft to 
make your study run smoothly. These documents will have different 
information for different audiences, but they must be consistent 
with one another. 

Some documents have a high level of scientific information but a 
low level of detail on day-to-day study conduct and vice versa. 

Not all reviewers/users of the study documents require the same 
level of information to perform their review/ study activities. 

The grant 
includes a high level of scientific information but not much 
information on the day-to-day study operations. 

The protocol contains both scientific information and detailed 
information about the inclusion/exclusion criteria, statistical plan, 
and what will occur at each study visit. 

Operations manuals include very detailed information on tasks 
that need to be completed in a specific way to support the overall 
protocol. Operations Manuals may be called by other names 
(MOP- Manual of Procedures, MOO – Manual of Operations, work 
instructions, etc.) Studies may have several manuals or a large 

If you have multiple studies that you want to combine in one protocol, you should verify that 
requirements for data sharing/retention and contractual obligations/limitations align. For example, if 
a funder requires that they review/approve all protocol modifications before they are implemented, 
you might not want to add a new aim that includes Intellectual Property (IP) or other information you 
don’t want to or cannot share. 



“handbook” style document. Examples include pharmacy manuals, lab processing/sample storage manuals, 
shipping instructions, etc. For example, lab staff will need to know how to process, label and store samples in great 
detail so you can rely on the data generated from the samples but won’t need to know the study inclusion exclusion 
criteria. 

This training focuses primarily on taking the high level of information in the grant and developing the detailed study 
protocol.  

 
Remember your audience(s) when you write 
your protocol. Not all reviewers will be experts 
in your area of research, have your level of 
scientific training or the clinical context. Plan to 
include crucial context and highlight details 
that are important for reviewers to understand 
how the study will be operationalized. 

 

 

Conducting the Protocol for Compliance 

• Once the study has IRB approval the study team is expected to adhere to the protocol without deviations 
(unless necessary for the safety of the subject) 

• Make sure study staff read and understand the protocol 
o Have study staff acknowledge their roles in the study 
o Make sure study staff know how to identify and report deviations 
o Delegate study tasks to qualified individuals (e.g. physical exams delegated to MD, FNP, PA) 
o Supervise the conduct of delegated activities 

A well-designed protocol that has been analyzed for 
feasibility and operational implementation shouldn’t require 
a lot of study modifications. 

Too many modifications to inclusion/exclusion criteria or 
study procedures may leave you with different study 
populations for analysis. 

You can’t avoid all modifications, so when you do modify your 
protocol, maintain consistency within and between the 
protocol, consent, and procedure manuals to avoid protocol 
deviations. 

 

Adapted from the OCTRI Research Forum: February 2024 
Mary Samuels, MD & Bridget Adams, MSHS, CCRA 

Appendix B- Lay Summary Guidance 

Lay Summary Guidance 
Lay Summary FAQs: 



What is a lay summary? 

A lay summary for a protocol is a basic description of the research being proposed that a non-academic 
should be able to comprehend. Communication of the research to a broader audience is crucial to scholarly 
work. 

What is the difference between a lay summary and an abstract? 

Lay summaries are non-technical explanations of the research being proposed for non-academics and/or 
experts in other fields, whereas abstracts are meant to summarize the project for scholars and experts in the 
particular field of study that the research is being conducted. 

Why do I need to create a lay summary? 

A lay summary is required by the IRB because IRB reviewers, analysts, and members are likely not experts in 
the area of research being proposed. It provides an opportunity for the reviewers to understand the overall 
premise of the project and allows them to provide more applicable responses instead of focusing on trying 
to evaluate what the project is proposing. The lay summary can also be helpful in other study-related 
documents, such as the consent form. 

How do I know what my lay summary’s readability level is? 

 In Microsoft Word: 

• Click ‘Home’Click ‘Editor’ towards the right side of the top toolbarScroll down to Insights and click 
‘Document stats’click “ok” in the pop-up and your readability scores and grade level will pop up in a 
new alert window. 
 

How to Write a Lay Summary: 

Format: 

1. The lay summary should be no more than 200 words (about one to two paragraphs).  
2. Use plain language and avoid any technical terms. If you must utilize specialized terms, be sure to define the 

terms in plain language. 
3. Use succinct, short sentences. Pretend you are trying to explain this protocol to your family member who 

works in retail/fashion/hospitality. Have a non-academic read your lay summary—if they have questions, it 
may help prompt needed revisions. 

4. Use positive, not negative, sentences: “participants will have repeat appointments once per week” instead 
of “the usual practice is not to schedule repeat appointments more frequently than once per week.” 

5. The summary should provide answers to the simple questions: “who, what, where, when, why, how?” (ex: 
who is this research benefiting/affecting, what is the purpose, where is it taking place, when is the research 
being conducted, and how will it be conducted?) 

Outline:  

1. Start by clearly stating the purpose of your project/proposal.  
a. What question(s) are you trying to answer and why is it relevant and important? 

2. Provide a sentence or two of background information.  
a. What prompted you to propose the project? 

3. Describe the possible impact of the research being proposed (and any major risks). 
a. How might the findings contribute to the field or benefit society?  

4. Outline the main procedures being proposed for the research. 



a. For example, “A group of 10 participants will watch a 30-minute video about financial independence 
post-graduation from a 4-year bachelor’s degree program. Immediately afterwards, they will take part 
in a 45-minute focus group about their personal knowledge of how to be financially independent.” 
 

Breakdown Example: 

Non-Lay Summary 

This project comprises a focused effort to understand the evolution of prostate cancer. It will provide a detailed 
understanding of the molecular heterogeneity of the disease, link that heterogeneity to clinical outcome, and 
develop improved clinical tools for patients and clinicians. By making all data and tools available, it will create key 
resources for community use. ICGC controlled-tier data will be used to probe the relationship of inherited genes to 
prostate cancer evolution and clinical behavior. 

Word count: 76  words 
Readability: Grade Level 15,  College graduate and above 

 

Revised Lay Summary 

Prostate cancer begins when cells in the prostate gland start to grow out of control. This is caused by changes in the 
DNA of normal cells. DNA is the chemical in our cells that makes up our genes. Genes control how our cells work. 
We know that cancer can be caused by DNA mutations or changes. This can then lead to uncontrolled cell growth. 

DNA changes can be inherited from a parent or acquired during a person’s lifetime. We want to learn about when 
and how this happens in different people. By studying gene changes, we can help scientists to better understand 
how prostate cancer develops. This could help to design treatments that target those changes. 

An organization called the International Cancer Genome Consortium (ICGC) has gathered data or information about 
the nature of various cancers. We want to study this data using powerful computers to learn about the growth and 
spread of prostate cancer. We want to see how certain genes are linked to prostate cancer and how our bodies react 
when gene changes occur.   

We think that prostate cancer tumors are made up of many different types of cells. We want to know how these cells 
are linked to cancer treatments and outcomes. If we can see how these cell types respond to different treatments, 
we can find better ways to detect and treat prostate cancer. We can then add our new data to the ICGC database for 
use by patients and doctors in our communities. 

Word count: 250 words 
Readability: Grade 8 

 

Additional Examples of Lay Summaries: 

Biomedical Study Examples  

Example 1:  

Sometimes people injure their knees by something poking into the joint. When the doctors suspect this has 
happened, they perform a test to see if there is a tear in the knee joint. During this test, a sterile dye solution is 
injected into the joint, away from the injury. If the knee leaks the dye solution out, the patient will be taken to the 
operating room to wash the knee out in an attempt to prevent infection. If the dye does not leak out, it is assumed 
that there are no tears in the joint and the doctor simply observes the patient. In this study there are two groups of 



patients, those who have had their knees washed out and those who didn’t. Both groups are asked to come back to 
the clinic six weeks following their injury to see how they are doing. If patients return for their 6 week follow-up visit, 
they will be offered $20 which will be mailed to them.  

 

Example 2:  

Babies born preterm often undergo several painful procedures after birth. Exposure of these infants to repeated pain 
and stress may lead to poor outcomes. Sedatives provide pain and stress relief to these babies. Sedation is an 
important part of care for babies in the intensive care unit. Sedatives that are currently used have some side effects 
that are not good. It is important to find drugs which are effective and have less or no side effects. In this new study, 
the safety and effectiveness of a new drug will be studied. The study population will be babies who meet the study 
conditions and who are in need of sedation in the intensive care unit. The drug will be given through a vein for 6-24 
hours. During treatment, blood will be drawn for analysis. Patients will be followed up to 7 days after stopping the 
study drug.  

 

Example 3:  

Suicide is one of the most common causes of death in the United States. Older adults are at higher risk of suicide 
than all other age groups. Most people who die by suicide are depressed. However, most people who are depressed 
do not kill themselves. It is urgent that we learn more about what might make a depressed older person die by 
suicide. Studies have shown that genetics may be important. However, almost nothing else is known about the role 
of genetics in suicide. For example, we do not know if genetics are more important for men or women, or for young 
or old. This lack of information is a problem; we can only prevent suicide if we understand the risk factors.  

The current project will study suicide in Swedish twins. Twins born between 1886 and 1958 will be included. 
Information will come from several sources. These sources include questionnaires and hospital records. The 
researchers will also know which twins have died and how they died. The researchers will use statistical models to 
answer the research questions.  

 

Example 4:  

This education program will be evaluated to determine its effectiveness in helping pregnant women who are smoking 
during pregnancy stop smoking. The program is based on a 5-step program with education and referral to resources 
to help women stop smoking in pregnancy. The program will be delivered by midwives who care for the women during 
pregnancy and provide education about healthy behaviors.  

 

Social and Behavioral Study Examples  

Example 5:  

Games, models and simulations have been suggested as a good alternative to more traditional classroom strategies. 
However, current research has shown that bringing video games, or game-type video simulations into the classroom 
can have unintended outcomes. Further, not all games are equal. For example, game play is different for an arcade 
type game such as Donkey Kong than for strategy-based games such as the World of WarCraft. Additionally, even 
within specific game-type genres the play can vary such as between third person versus first person game play.  

We are studying the effect that specific types of game-play have on learning outcomes. We will be using a teacher-
made game "Mortimer: Adventures of an Eco-detective". We will use it with about 22 students in an eighth-grade 



middle school classroom. The game teaches middle school students how to take field readings such as the 
temperature from a local stream. The use of the game matches the lessons for the first eight weeks of the fall 
semester. Version one of the game uses a "first-person" approach to game play that the students will use for about 
4 weeks. A second version of the game uses a third person or birds-eye view of game play. Before introducing the 
game to the class, the students will take a short test that will create a baseline of their knowledge. At the end of week 
four and week eight, the students will take a test of their knowledge.  

 

Example 6:  

We are interested in how mood affects the way people read other’s facial expressions and the way they interact with 
others. We want to study a sample of 80 young adults. We will ask them to come to our lab at MSM to complete the 
study. In the study, we will ask the participants to recall an emotional, personally-meaningful event. Then, they will 
complete an emotion recognition task, in which they will identify some facial expression of emotions and rate the 
intensity of those emotions. Finally, they will be observed while they interact with an unfamiliar person. Our main 
question is to see whether or not one’s mood would affect the way they see other’s emotional expression and the 
way they behave. 
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Appendix C- Drawings as Incentive for Participation 
 

Drawings as Incentives for Research Participation 

https://www.dcc.ac.uk/guidance/how-guides/write-lay-summary
https://www.elsevier.com/connect/in-a-nutshell-how-to-write-a-lay-summary


 
A drawing style format may only be used as a research recruitment incentive if all potential participants can elect 
to participate in the drawing without being required to participate in the research to be eligible to win.  

 

To use a drawing as an incentive in the state of Georgia – 

• The recruitment section of the protocol must include a description of how individuals, including those who 
do not consent to participate in the research, will be notified of the drawing and provided with access to 
participate. Everyone who elects to participate in the drawing must have an equal chance of winning all 
prizes, regardless of participation or lack thereof.  

• The informed consent must include statements that participation is not required to enter the drawing, that 
participants will remain eligible to win even if they withdraw from the study before completion, and state 
how non-participants can enter into the drawing. 

• The drawing must be conducted in a way that does not compromise any participant anonymity or 
confidentiality that is promised within the approved protocol. 

• The research may not include activities that are more than minimal risk and may not include participants 
who are under the age of 18. 

MSM IRB will not approve an incentive strategy that meets the definition of a lottery or raffle under Georgia law. 

 

Under Georgia Code 16-12-22.1 (b)(3) – a lottery or “raffle” means any scheme or procedure whereby one or more 
prizes are distributed by chance among persons who have paid or promised consideration for a chance to win such 
a prize. For research – that consideration would be the participants time and knowledge. 

 

Adapted from Georgia Southern University IRB 
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Appendix D- Emergency Preparedness Plan Guidance 
 

Emergency Preparedness Plan for Research Studies: Investigator Guidance  
 

The study team should develop a plan for an emergency or disaster that impacts the research. There are broad 
categories of emergencies, and different factors need to be considered for each type of emergency. Examples of 
emergency situations include extreme weather events, natural disasters, man-made disasters, infectious disease 
outbreaks, cyber threats, and chemical, biological, radiological and nuclear threats. There are some circumstances 
that may be out of the investigator’s control, such as access to facilities. There are also circumstances where the 
research will not be able to continue. The circumstances in which the study cannot be continued should be indicted 
in the plan. See the HRPP Emergency Preparedness plan for more information.  

https://codes.findlaw.com/ga/title-16-crimes-and-offenses/ga-code-sect-16-12-22-1/
https://www.georgiasouthern.edu/research/researchintegrity/drawings-as-incentives-for-research-participation/


• When conducting your research study during an emergency, IRB approval is still required in advance of any 
change.  

• Where reasonable, the study should maintain a contact list of research participant phone numbers and 
email addresses. When necessary, participants can be contacted in the event of an emergency. This list 
should be stored safely and securely to maintain confidentiality.  

• The investigator is encouraged to develop a protocol in advance of an emergency that can be implemented 
quickly.  

Please provide a brief overview of an emergency preparedness plan for your research study. The plan should 
include each site that is utilized for the research. The following example can be modified to accommodate the 
research protocol.  

Example: The safety of participants and research personnel is the priority in any emergency situation. The 
determinations made by the Public Safety Office (MSM and/or research site location) will be followed for secure and 
safe access to facilities to conduct the research. Use of MSM Internet services and network for conducting the 
research is dependent on availability and guidance from the MSM IT department. Data integrity has been considered 
and the study routinely backs up data through use of multiple systems. The storage and handling of medical devices 
and drugs will be in compliance with FDA protocols. The research team will be trained about these emergency 
procedures, and they will be notified when the procedures are implemented. An emergency contact list for the study 
personnel, IRB office and research participants, has been prepared. 

 

Updated 8/5/22 BJK 
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