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Getting Started in eProtocol 

 

Welcome to eProtocol, Allinaôs Institutional Review Board (IRB) submission system! Follow the 
instructions below to get started in the system.  

1. If you do not have a user ID and password, access the user agreement on Allinaôs Research 
Administration site. 

2. Read and sign the user agreement; then submit it to Allinaôs Research Administration. Upon 
receipt of your signed user agreement, administrative staff will email your user ID and 
password to you.  

3. Please note the following as you begin working in the system: 

¶ eProtocol tracks all the actions on a study and who performs them. Therefore, please do 
not share your user ID or password with anyone else or use another personôs ID and 
password to access the system. 

¶ The system times out and will require you to log in if your account has been idle for 45 
minutes. 

¶ Avoid uploading any Protected Health Information (PHI) in the system; if a document 
contains a subjectôs name, please obscure or remove it before uploading the document. 

¶ When scanning documents to upload, ensure that the document is complete before 
attaching it in eProtocol. The document must be ña faithful reproduction of the original.ò 

¶ Use the spell check feature, and proofread your responses before submitting your forms. 
The spell check feature identifies misspelled words by underlining them with a dotted red 
line. Please correct misspelled words so that your submission is as accurate as possible. 

4. Log into eProtocol.  

a. You will be required to change your password the first time you access the system. 

b. Your home page will then appear. 

http://www.allina.com/ahs/research.nsf/page/End_User_Agreement.doc/$FILE/End_User_Agreement.doc
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5. Follow the tips outlined below when using the system. 

a. Use a recommended browser. 
If you are using Windows, eProtocol works best when using Internet Explorer. If you are 
using a Mac, eProtocol works best when using Safari. 

 
b. Allow pop-up windows. 

Pop-up blocking software prevents the eProtocol application from opening certain 
windows. You'll need to make sure that your browser has all pop-up blocking software 
disabled while using eProtocol. (See the FAQs for instructions on removing pop-up 
blockers.) 

 
c. Avoid using your browser's BACK button. 

Instead, use the menus and links within the application to navigate. 
 
d. SAVE frequently. 

eProtocol will time out after 45 minutes of inactivity. Only actions that cause the page to 
refresh or reload (such as saving or navigating to a new section) are indications to the 
system that your session is active.  

 
e. Be patient. 

Some processes can take a minute to run. Although data is loading, your browser may not 
indicate activity. 

 
f. Read the Instructions. 

Many pages in the application offer instructions on the page to guide you and to answer 

http://www.allina.com/ahs/research.nsf/page/Frequently_Asked_Questions.pdf/$FILE/Frequently_Asked_Questions.pdf
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the most common questions. You can also check the FAQ page for answers to eProtocol 
questions. 

 
g. Sign out. 

To protect your private information, always log off and shut down your browser completely 
(close all browser windows) when you are finished using eProtocol. 

6. Click the ñCreate Protocolò button.   

7. Enter the title of your study. Please use standard title capitalization (i.e., capitalize the first 
letter of each word with the exception of articles [a, an, and the] and prepositions with fewer 
than five letters). 

8. Select the check box next to IRB. (For SPA submissions, please consult the SPA Forms User 
Guide.) Two form options will appear:  ñBiomedicalðExpedited/Full Boardò and ñBiomedical 
Exempt.ò 

 

9. Decide whether your project requires expedited/full board review or whether it may qualify for 
an exemption. This decision will determine which of the forms you complete. 

Note:  Researchers may not make an independent determination of whether a research study is 
exempt. The authority to determine whether a study is exempt from review is vested solely with 
the IRB or its designee. 

10. Follow the instructions below if you selected the ñBiomedicalðExpedited/Full Boardò form; 
consult the ñBiomedical Exemptò form instructions if you selected that option. 

http://www.allina.com/ahs/research.nsf/page/Frequently_Asked_Questions.pdf/$FILE/Frequently_Asked_Questions.pdf
http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.101
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IRB Biomedical Expedited/Full Review Form 

 

The IRB Biomedical Expedited/Full Review Form has the following sections to complete for IRB 
review. 

ü Personnel Information 
ü Review Fees 
ü Vulnerable Subject Checklist 
ü Study Sites 
ü General Checklist 
ü Funding 
ü Potential Conflict of Interest 
ü Protocol Information (22 sub-sections) 
ü Assurance 

In addition, eProtocol has several features that assist the researcher in completing the submission 
and receiving approval for the study. 

ü Check for Completeness: Identifies the sections that must be completed before the 
protocol can be submitted. 

ü Submit Form: Electronically sends the protocol to the IRB for review. 
ü Print View: Enables the user to print a hard copy of the protocol. 
ü Event History:  Lists the actions that have occurred since the protocol was created. 
ü Return Notes:  Explains any actions users must take if their submissions are returned to 

them. 

Note: 

The system requires you to complete the Personnel Information through Potential Conflict 
of Interest sections (in order) before proceeding to the Protocol Information sections. 

¶ Click Spell Check in the top menu to spell check the entries. 
¶ Click the Navigation Links on the blue navigation bar at the left to proceed to the section 

you wish to complete. 
¶ Click the Previous or Next icon to go to the previous or next page. 
¶ Click Close in the strip above to close the Protocol Application Form. 
¶ Click Save in the strip above to save the Protocol Application Form. 

Each section is explained in detail below. 
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Personnel Information 

 

The Personnel Information section is the first (default) section that displays when a new protocol 
is created or an existing protocol is opened. Enter information regarding the personnel who will be 
participating in the study. The principal investigator is mandatory; the co-investigator, study 
coordinator(s), academic advisor, SPA contact, and other personnel may be added if they apply to 
the study. (Note:  Study team members listed under ñOther Personnelò have only view/read access; 
they cannot edit or submit forms. They also do not receive email notifications from eProtocol 
when there are changes to the status of the study.)  
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Follow the steps given below to add users in the Personnel Information. 

Step 1 

The Principal Investigator (PI) field auto-populates with the name of the user who created the 
protocol. You can change the field by clicking the binocular icon beside the name field. The Find 
User pop-up will display. Search for, select and add the user who will serve as the principal 
investigator.  

You may search by First Name, Last Name or User ID. When the list of users appears, select the 
radio button next to the name of the person you wish to add. 

 

 

Step 2 

Enter any demographic details that do not display. 

Step 3 

Select the study-related role or roles that the PI will perform. 

Step 4 

Verify the dates of completion for CITI or NIH training. In the case of other training, enter the 
title and date. Upload documentation of this training in the Attachments section. 
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Step 5 

Follow the steps above for entering details for other users except Study Coordinators or Other 
Personnel. For Study Coordinators and Other Personnel, click Add.  

 

The pop-up will appear. 

 

Step 6 

Follow steps 1 to 5 to enter details for Study Coordinators or Other Personnel, and click Save. 

Step 7 

If you wish to add a person who is not an existing user, click ñClick here to add other personnelò in the 
Find User pop-up. 

Note: 

¶ Access links, if any, to view the related information and guidelines. 
¶ To clear the details of any user, click Clear. 



eProtocol IRB Forms User Guide 
 

November 2009 Page 11 

¶ To delete a user listed as Other Personnel, select the record and click Delete. 
¶ All users except those listed as Other Personnel may edit and submit the Protocol. 

 

Review Fees 

 
 

Select the payment option that applies to your study. If you select Request to Waive Fee, please 
provide a detailed explanation to support your request. 
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Vulnerable Subject Checklist 

 

In this section, select the check boxes for any vulnerable subject populations that are part of your 
research.  

¶ You must select at least one vulnerable subject population or the option that ñNo 
vulnerable populations will be includedò in order to proceed to the next section.  

¶ If you select Other, enter a description of the population in the text box below the item. 
¶ Answer questions (b) and (c) if they apply to your study, or enter N/A if the questions do 

not apply. 
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Study Sites 

 

Click the check box or boxes for the sites where you are planning to conduct your research.  

¶ You must select at least one Study Site to proceed to the next section.  
¶ If a text field appears beside your selection, enter the specific name of the clinic. 
¶ For Other facilities, enter the name and address of the facility. 
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General Checklist 

 

 

The purpose of the General Checklist is to determine whether the proposed study involves any 
special situations that may require additional information. Checking certain boxes also enables 
future pages. For example, if your study involves tissue banking, checking the box regarding storage 
of samples will enable (ñun-grayò) the fields on the Tissue Banking page of the Protocol 
Information. 

¶ Check the box by each statement that is true of your study.  
¶ You must select at least one checklist option to proceed to the next section. 
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ClinicalTrials.gov 

 

Enter the ClinicalTrials.gov number or the reason the study has not been posted. 

 

Funding  
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No Funding 

Select None at the top of the page if you are not receiving any funding to conduct the study. All 
Add buttons will disappear, and you will not be able to add other Funding options. (Uncheck the 
box to add funding.) 

Funding Options 

You can add information for funding received from various sources. Follow the steps given below 
to add different types of funding. 

Sponsor(s) 

Step 1 

If you are receiving funding from a sponsor for the study, click the Add button on the Sponsor 
tab. The Add Funding pop-up will appear. 
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Step 2 

Select the sponsorôs name from the drop-down menu. If the sponsorôs name does not appear, 
select Other, and enter the sponsorôs name in the text field under the drop-down menu. 

Step 3 

Enter the information about the sponsor and sponsor contact in the remaining fields. 

Step 4 

Click Save. The pop-up will close, and the record will be added to the Funding Checklist page. 

 

Federal Funding 

Step 1 

If the study is federally funded, click the Add button on the Federal Funding tab. The Add 
Funding pop-up will display. 

 

Step 2 

Select the ñType of Proposalò and the ñName of Funding Agency.ò  
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Step 3 

Enter the ñAgencyôs Grant Name,ò ñTitle of Grant Proposal,ò ñName of Fellow,ò and ñName of 
Awardee Institution.ò  

Step 4 

Click Save. The pop-up will close, and the record will be added to the Funding Checklist page. 

 

Other Funding 

Step 1 

Click the Add button on the Other Funding tab. The Add Funding pop-up appears. 

 

Step 2 

Enter the ñPrincipal Investigator,ò ñName of Donor,ò and ñNature of the Donation.ò All fields are 
mandatory. 

Step 3 

Click Save. The pop-up will close, and the record will be added to the Funding Checklist page. 
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Note: 

¶ You can add multiple records for each funding option. 
¶ Click the link of a Funding record to view or edit the record. 
¶ Click Cancel in the pop-up to return to the Funding page without saving the entered 

details. 
¶ To delete a Funding record, select the record by clicking the check box beside it, and click 

Delete. 
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Potential Conflict of Interest 

The conflict of interest section begins with a brief policy statement and definitions of the key 
terms used in the questions that follow. Questions (a) through (h) apply to all research personnel 
on the study. The person completing the form must have knowledge of all potential conflicts of 
each member of the research team and their immediate families. (In these questions the word you 
refers to each person participating on the research study.) 
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If any of the research personnel or their immediate families have consulting arrangements, 
management responsibilities, equity holdings in the sponsoring company, or any financial 
relationship with the sponsoring company, select Yes in response to the appropriate questions. 
Then click Add and enter details concerning the conflict of interest. 
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Protocol Information 

The Protocol Information section consists of several sub-sections where the investigator must 
provide information regarding the research study. Each section is explained in detail below, 
although many of the sections will not apply to every study. 

Expedited Paragraphs 
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The Expedited Paragraphs page is the first (default) section that displays when you click the 
Protocol Information link in the navigation menu at the left of the screen. Click Next to advance 
to Sections 1-4 if the study does not qualify for expedited review; if you believe the study may 
qualify for expedited review, follow the steps below. 

Step 1 

To enable the check boxes on this page, you must first select the item ñThis study may qualify for 
expedited reviewò on the General Checklist. If the items on the Expedited Paragraphs page are 
shaded (grayed out) and you wish to select one or more categories, return to the General Checklist, 
and select the statement regarding the expedited review. Then return to the Expedited Paragraphs 
page. 

Step 2 

Select one or more of the categories that apply to the study.  

Step 3 

Click Next to advance to Sections 1-4.  

 

Note that you can navigate through the Protocol Information sections by clicking the section 
numbers at the top of the page. By hovering over the numbers, you can see the headings within 
that section. 
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You may edit the Study Title if you wish to do so. The Short Title is mandatory for studies that 
require submission to SPA.  

Account for the time needed to receive IRB approval (and SPA approval, if applicable) when you 
enter the Study Start Date. Note:  You must receive final approval from both the IRB and SPA (if 
applicable) before you may begin to recruit potential participants or perform other research-related 
activities.  
 
Enter an estimated Study End Date. If you anticipate that the project could last indefinitely, select 
a date 10 years out, keeping in mind that this date can be extended later, if necessary. 

 

Purpose, Background, Collaborative Research, Qualifications of Study Personnel 

 

Note the instructions at the top of the section. Each question requires a response. Enter N/A if a 
question does not apply to your study. 

1. In the Purpose section, enter a brief summary of the purpose of the study and what you 
hope to learn from it.  

2. Enter relevant Background information on the condition, procedure, product, etc. under 
investigation, including citations. Keep in mind that the IRB is most interested in assessing 
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the risks potential subjects will face; select information that will provide an objective picture 
of the product or procedure being studied. 

 

In the Collaborative Research section, provide an explanation for engaging any non-Allina 
institutions and individuals in the research. For example, if you are collaborating with a researcher 
from the University of Minnesota, enter information about the researcher; then click Add to 
provide details regarding IRB of the study at the other institution.  The Non-Allina Institutions 
pop-up will appear. 

 

Enter the details regarding the other institution.  

Contact or Affiliate of the Institution:  The primary person involved in the research at the 
other institution 
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FWA Number:  Federalwide Assurance Numberðcheck the institutionôs website or contact 
the other institution for this number. 

Local IRB Review:  Answer Yes if the other institution has also reviewed the study; No, if it 
has not. 

IRB Approval Date:  Enter the date the other institution provided final approval for the 
study. 

IRB Approval Expiration Date:  Enter the date before which the approval must be renewed at 
the other institution. 

Then click Save. The pop-up will close, and the record of the non-Allina institution will be added 
to the Protocol Information page. 

Note: 

¶ To delete a non-Allina institution, select the record, and click Delete. 
¶ Click the Institution  Name to view or edit the record. 

 

 

In the Qualifications of Study Personnel section, describe the study-specific expertise of the key 
research personnel. Enter N/A if no special or additional training is required to conduct the study.  
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Subject Population 

 

 

¶ In the respective textboxes, enter the Age Range and Gender Breakdown of the 
subject population. Specify N/A  if appropriate.  

¶ Then identify the Language/Literacy of the subject population. Note:  If non-English 
speakers will be included, upload a translated consent form or short consent form(s) in 
the Attachments section. ñNot Applicableò may be selected for chart reviews. 

¶ Question (a) focuses on the number of subjects that you plan to enroll in the study; 
question (b) asks you to provide an estimate of the total number of subjects who will be 
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taken through the consent process. You must receive prior approval from the IRB 
before increasing the enrollment goal or the total number of subjects consented.  

Note:  These questions also apply to chart reviews; for such studies, the word subjects includes 
medical records. 

 

Recruitment and Screening 

   

Information about the recruitment methods is a very important part of the IRBôs review of a study. 
Be specific in your explanation of the details of the recruitment criteria and precautions that will be 
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taken to minimize potential coercion or undue influence to participate in the study. If you identify 
an individual in question (b) who is not listed in the Study Personnel section, describe the 
personôs relationship to the subjects and the appropriateness of the contact.  

For item (d) list any recruitment materials to be used and specify the details of their use. For 
example, if you plan to use web banner ads to publicize the study, indicate the types of web sites on 
which they will appear.
 

 

 In the Screening section, provide the criteria for subject inclusion and exclusion; then explain the 
rationale for any gender or race/ethnicity restrictions. Explain how, where, when, and by whom 
screening will be done in section (d). Specify N/A  as applicable. 
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Compensation, Reimbursement, and Costs 

 

Describe the plan for compensating or reimbursing subjects under (a). Be certain that you have 
responded to each of the three parts of this item. In item (b) discuss the reasoning for the amount, 
method, and terms of compensation identified in item (a). For instance, if subjects will receive $50 
for each follow-up appointment, you might explain that the appointments may last an hour or that 
the amount is reimbursement for the subjectsô time and travel expenses.  

Then describe any costs or charges subjects or their insurance carriers will be expected to pay 
under item (c). Indicate N/A  as appropriate. 
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Study Procedures and Alternatives 
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In the Study Procedures section, provide thorough answers to each of the questions. Note that 
item (b) requires an estimate of the time commitment required of subjects (e.g., 6 visits over a 
yearôs time for a total of 18 hours).  

If the study involves deception, clicking Yes in response to the question will enable the textbox so 
that you can enter the rationale for its use. 

 

Describe any appropriate alternative resources, procedures, or courses of treatment that are 
available to prospective subjects. If the alternative is simply not to participate, state that in the 
textbox. 
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Risks and Discomforts 
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Two of the seven criteria (as mandated by the Office of Human Research Protections [OHRP]), 
that the IRB must consider when evaluating research relate to the risks involved in the proposed 
study: ñ(1) Risks to subjects are minimized: (i) By using procedures which are consistent with 
sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever 
appropriate, by using procedures already being performed on the subjects for diagnostic or 
treatment purposes.ò And ñ(2) Risks to subjects are reasonable in relation to anticipated benefits, if 
any, to subjects, and the importance of the knowledge that may reasonably be expected to resultò 
(§45 CFR 46.111). 

It is essential to provide sufficient details in this section so that IRB members can make 
appropriate determinations about the study. Focus not only on accurately listing the risks involved 
but also on describing how you and your study team will minimize those risks (item [c]). 

Note that item (d) requires you to explain how adverse events will be managed. For example, what 
steps will research team members take if a participant experiences an adverse event during a 
research-related activity? Question (e) pertains to the process of reporting such events and others to 
the IRB. You may wish to distinguish between serious and non-serious events in your response. 
Non-serious events may be reported to the IRB at the time of continuing review if you detect any 
trends in them. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.111
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Benefits 

 

In the textbox under the Benefits heading, list and describe any potential benefits to individual 
subjects, group of subjects, and/or society. Directly state if it is unlikely that subjects will benefit 
from the study intervention, 

 
Data Collection, Protection, and Monitoring 
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The Data Collection, Protection, and Monitoring section of the application addresses issues 
related to the confidentiality and privacy of the data that will be collected. Answer each of the 
questions (a-h) as they apply to your study. 
 
Note:  Many of the textboxes are shaded; clicking the check box above the respective boxes will 
enable or ñun-grayò the box so that you can provide details regarding your Yes or No response. 
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Tissue Banking 
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The Tissue Banking section of the application requires completion only if you will be collecting 
and storing samples for additional research. Note that the check boxes and textboxes will be 
disabled (ñgrayed outò) unless you have checked the item in the General Checklist that relates to 
tissue banking: ñBiological specimens and/or data will be stored for future research projects.ò 

Answer each of the questions regarding the proposed tissue banking. Also, keep in mind that the 
information provided in this section should concur with the information presented to prospective 
subjects in the consent form. 
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Medical Equipment 

 
In the Medical Equipment section, indicate whether the medical equipment, if any, is routinely 
employed in clinical practice. Specify N/A  as appropriate. 

 

Investigational Devices 

 

In the Investigational Devices section, add details for each investigational device that will be used 
on subjects. Note that the Add button is enabled only if you select the check box for the 
investigational devices in the General Checklist. 

Follow the steps given below to add each investigational device to be used in the study. List only 
one device on each pop-up form. 

Step 1 

Click Add. The Add Investigational Device pop-up will appear. 
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Step 2 

Enter the Device Name and Manufacturer; then explain how dispensing of the investigational 
device will be controlled. 
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Step 3 

As the form indicates, there are five FDA regulatory statuses of medical devices. Select the radio 
button of the status that best describes the study device. Note that only one radio button may be 
selected for each device. 
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Step 4 

Enter any required information (e.g., IDE number, Category A or B, etc.) for the selected FDA 
status. 

Step 5 

Respond to the SPA items at the bottom of the page.  

Step 6 

Scroll to the top of the screen and click Save. 

 The pop-up will close, and the record will be added to the Protocol Information page. 

 

Note: 

¶ To delete an Investigational Device record, select the record and click Delete. 
¶ Click the Device Name link to view or edit the record. 

 

Drugs and Biological Products 

If you will administer any investigational or commercial drugs or biological products to subjects 
during the study, enter details concerning them in this section.  

a. Begin by identifying whether the study involves the use of a combination 
drug/biological product and device. 

b. Indicate whether the drug will be dispensed by a hospital pharmacy.  
c. From the drop-down menu, select the phase of the drug study, if applicable. 
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Note that there are three section tabs on the Drugs and Biological Products page: 

¶ Investigational Drugs or Biological Products 
¶ New Indication for Approved Drugs or Biological Products 
¶ Drugs Being Used for Their Approved Indications 
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You may see only one or two tabs, depending upon the selections you made in the General 
Checklist. If you do not see the appropriate section or sections, return to the General Checklist 
and revise your selections. Please avoid entering a drug under the wrong heading. 

Adding ñInvestigational Drugs or Biological Productsò or ñNew Indications for Approved Drug or Biological 
Productò 

Follow the steps below to add ñInvestigational Drugs or Biological Products.ò The same steps apply 
to ñNew Indication for Approved Drug or Biological Product.ò 

Step 1 

Click the Add button to enter information about the drug or biological product. The pop-up will 
display. 

Step 2 

Enter the ñTrade Name or Biological Productò and other required details, including the 
Investigational New Drug (IND) number.  

 

¶ Select Yes, No or N/A  for the questions concerning whether the study has been submitted 
to the Institutional Biosafety Committee and whether the drug is provided free to your site 
or Allina.  

¶ Then provide the sponsorôs cost of the investigational drug. 

 Step 3 

Enter the required information about the drug or biological product. You may refer to pages 
within the protocol or investigatorôs brochure in response to the items below. 
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Step 4 

Then answer Yes, No or N/A  to the questions about the holder of the IND. 
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Step 5 

Click Save at the top of the form. The pop-up will close, and the record will be added to the 
Protocol Information page. 

 

Note: 

¶ To delete an entry, select the record by checking the box beside the drug name; then click 
Delete. 

¶ Click the trade name link to view/edit the record. 

Adding ñDrugs Being Used for Their Approved Indicationsò  

Follow the steps below to add all the commercial drugs that will be administered to subjects as part 
of the study. 

Step 1 

Click the Add button. The pop-up will appear. 

Step 2 

Enter the drug name and other required details. As with the information entered for 
investigational drugs, you may refer to pages within the protocol or investigatorôs brochure in 
response to the required items. 
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Step 3 

Click Save. The pop-up will close, and the record will be added to the Protocol Information page. 
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Note: 

¶ To delete an entry, select the record by checking the box beside the drug name; then click 
Delete. 

¶ Click the trade name link to view/edit the record. 

Radiation 
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Select Yes, No, or N/A  for questions (a) and (b). If the answer is Yes, describe each type, including 
radiation used for standard care. Note that if you have submitted the study to the Radiation Safety 
Committee, you must upload (attach) a copy of the approval letter in the Attachments section (22). 
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Informed Consent 

 

In this section, you will upload the consent documents and respond to questions concerning the 
consent process. Follow the steps below to add the consent documents. 

Step 1 

Click Add. The Informed Consent pop-up will appear. 

Step 2 

Enter a descriptor for the consent form in the Title fieldðfor example, ñMain Study Consent 
Formò or ñScreening Consent.ò 
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Note: 

¶ The ñConsent Form Sampleò link will connect you to the sample consent form on Allinaôs 
IRB Forms page. 

¶ The ñAlterationò and ñWaiverò links will connect you to the federal regulations concerning 
those consent options. 

Step 3 

Select the form type from the Consent Information drop-down menu. 

 

Different fields will appear, depending upon the ñConsent Information Typeò you select from the 
drop-down menu. These fields will enable you to add information about the consent process and 
attach required documents. 
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Consent Forms 

 

 

a. Click the check box by ñAttachmentò to attach the consent form; doing so will enable the 
ñBrowseò option. 

b. Click Browse, and select the consent document you wish to upload. 
c. Then respond to each question about the consent process. 
d. Repeat the process for each consent form you will use in the study. Note that you may refer 

to previously entered information if the consent process is the same for an additional form. 
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Request for Waiver or Alteration of Consent 

 

a. Select the ñRequest for Waiver or Alterationò item from the drop-down menu. 
b. Respond to the question if you are requesting an alteration. 
c. Then select Option A or B, depending upon the nature of your research. 

 

Note: 

Although there is only one textbox, please ensure that you explain how the research you plan to 
conduct meets each of the four criteria.  
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Note: 

If you select Option B, please ensure that you explain how the research you plan to conduct meets 
both of the criteria.  

Child Assent and Parent/Guardian Permission 

 

In this section, you may add assent forms and parental permission forms if they apply to your 
study. 

Follow the steps below to add these documents. You may add as many documents as your study 
requires. 
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Step 1 

Click Add. The Add Documents pop-up will appear. 

Step 2 

Follow these steps to complete the items on the pop-up form: 

a. Enter the name of the assent form or parental permission form in the Title field. 
b. Select the form type from the drop-down menu.  
c. Click the check box by Attachment to attach the document and enable the Browse option. 
d. Click Browse, and select the document to attach. 
e. Then respond to the questions about the consent process. 

Step 3 

Click Save. The pop-up will close, and the record will be added to the Child Assent/Parental 
Permission page. 

Note: 

¶ On the ñChild Assent, Parental Permissionò page, click the Title to view/edit the record. 
¶ Click the Attachment link to open or save the attachment. 
¶ To delete a record, select the record and click Delete. 

 

Health Insurance Portability Accountability Act (HIPAA) 

This section addresses the use of Protected Health Information (PHI). Begin by responding to 
questions (a), (b), and (c). Selecting Yes in response to question (b) will enable the textbox; in it 
enter the details of your plan to comply with HIPAA requirements. Specify N/A  as appropriate. 
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Follow the steps below to add the HIPAA Waiver/Alteration information. 

 

Step 1 

Click Add. The Add HIPAA Waiver/Alteration pop-up will appear. 
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Step 2 

Select either the Waiver or Alteration of Authorization. 

Step 3 

Respond to each criterion, explaining why your study qualifies for the waiver or alteration. Do not 
enter N/A for any of the items. 

Step 4 

Click Save. The pop-up will close, and the record will be added to the HIPAA  section. 

Note: 

¶ Click the link to the record under HIPAA Waiver/Alteration to view or edit the record. 
¶ To delete a HIPAA record, select the check box next to the record, and click the Delete 

button. 

 

Attachments 

In this section, you will attach documents related to the study. Follow the steps below to attach 
documents. 

Step 1 

Click Add. The Add Attachment pop-up will display. 
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Step 2 

Select the Document Type.  

 

Step 4 

Browse for and attach the document. The name of the document will automatically be updated in 
the Attachment Name field. 

Step 5  

Click Save. The pop-up will close, and a link to the attachment will appear on the Attachments 
page as shown below. 
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Note: 

¶ Click the link under Document Type to view the attachment. 
¶ To delete an attachment, select the check box by the record, and click Delete. 

 



eProtocol IRB Forms User Guide 
 

November 2009 Page 62 

Assurance 

The Assurance section lists various obligations of the Principal Investigator.  

 

Step 1 

Read the items carefully.  

Step 2 

Check the box by ñThe Principal Investigator has read and agrees to abide by the above 
obligations.ò 

Note: 

You must agree to the obligations to complete the protocol submission process. 
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Check for Completeness  

Before you submit the protocol, click the Check for Completeness link in the left navigation 
panel.   

 

A pop-up will display a list of the sections that are incomplete. 

 

Each of the incomplete items listed is a link to the various sections of the Application Form. Click 
each link, and add the required information.  

Note: 

To return to the list, click the Check for Completeness link in the left navigation panel. The 
system will check the protocol and refresh the list of incomplete sections. 
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Submit Form 

To submit the form to IRB Committee for review, click Submit Form in the left navigation panel. 

 

The confirmation pop-up will display. 

 

In the pop-up, click Yes to submit the form. If there are any missing details, the Check for 
Completeness pop-up will display again. 

 
















