






 

The detail and update page displays the current study's information. Before submitting a new action 
you should verify that the study you are viewing is the correct study you wish to amend, renew, close, 
or report an unanticipated problem. When you are ready to submit the action click "submit new action / 
view history." This will direct you to the history of actions page. 

History of Actions Page 

 

 
The history of actions page displays a study's past actions taken and current actions pending approval. 
This study has had 5 amendments approved and has a continuing review pending approval. The lack of 
an action taken and approval date for the continuing review indicates that it is pending approval. The 
drop down menu has four options for new action submission: amendment, unanticipated problem 
report, closure, and continuing review. By clicking on your selection you are directed to the appropriate 
form. 

Inbox https://utdirect.utexas.edu/vr/IRBsignoff_actions.WBX 

Your inbox contains all study actions requesting your digital signature. The database automatically 
emails DRCs, faculty sponsors, and CO-PIs that a digital signature is required. Users are routed 
through their inbox if it contains signature requests when logging on. To digitally sign an action click 
on the link for the type of action (amendment, continuing review, etc.) or click "Go to application and 
approve new study." In either case you are directed to the study summary page. Before signing off on 
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the request action you should review the summary and any pertinent uploaded documentation. To view 
uploaded documentation simply click on the "upload" links in orange. DRCs and faculty sponsors can 
also disapprove a requested action. To do so simply click the "do not approve" tab. A new window will 
open to confirm this choice. Once confirmed, the database prompts the reviewer to send the PI an email 
indicating the rationale for disapproval. 

 

Training Verification Page https://utdirect.utexas.edu/vr/trngVerify.WBX 

This page is vital! To get to this page - click on the navigation bar link from the listing page above to 
"Verify Training". Again, this page requires a high-assurance UT EID. Here your UT EID serves as an 
electronic signature. Training is valid for three years from the training date. The benefit to the 
researcher is that he/she no longer has to show proof of training with each IRB submission since the 
documentation is now kept in a database! All key personnel on a given study will be required to verify 
training using this page. 
 
Researcher with no training on file: 

 

  

Researcher with training on file: 
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To verify training other than the choices listed, a user should select 'OTHER' and wait for additional 
fields to appear. The additional fields allow the user to specify whether training was a college course or 
some other type of training. The user will need to specify the date for the training, as well as, either 
course information or details about/description of the training. A user may verify multiple training 
types (up to 20).  

Once a user has verified training, it will appear in a list above the select menu for adding training. The 
user can update the date of training if a data entry mistake occurred. Or, if the entry is just plain 
incorrect, the user may delete it. If training is deleted, it is GONE - with no record - so use this function 
with care! Click here for additional training information.  

IRBaccess Application Pages  

The online IRB application is divided up into two parts: the six step application and the collections of 
digital signatures. The user can access this application from the 'Create New IRB Application' link in 
the left navigation area. Only asterisk (*) marked items with a highlighted background color require 
responses. Steps 1 and 2 of the application request: title, type of research, key personnel (co-
investigators), the faculty sponsor (if the PI is a student), Department Review Chair (if the PI's 
department has one), research assistant or project coordinator, and conflict of interest.  
 
Throughout the application, and again on step six, references are made to "uploading additional 
documentation" in support of the application. Examples of such documentation are a research proposal, 
consent forms, permission letter to do research at an "off-campus" site, Certificate of Consistency 
(DHHS), and other IRB review approval letters. The upload function works just like an email 
attachment. The user may upload an electronic copy of these documents with the IRB application - 
allowing the entire process to be completely paperless! 
 
The user may fill out all six steps of the application at once, or complete one or two steps at a time and 
return later. The user must save each page as he/she goes through the application. Upon returning, the 
user would go to the LIST page and see which pages of the application still need to be completed. The 
listing page displays the completed steps of the application under "status." Click here For step by step 
tips and help. 

Routing 

 
New Study Submission Routing Map  
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All online forms and the online application are automatically routed for electronic signature collection 
to necessary parties. If the user lists key personnel, a faculty sponsor, or a DRC on the study 
application, the application cannot be SUBMITTED to the Office of Research Support for approval 
until all involved parties have "signed off," indicating their approval of the study. The Principal 
Investigator will always be able to track who has not yet signed off by checking the summary page for 
details. Once all necessary signatures are obtained IRBaccess sends the PI an email notification that the 
study is ready for final submission. Once a study can be submitted, a "SUBMIT" button will appear on 
the listing page and on step six of the IRB application. This final "submit" step is necessary only for 
new applications, PIs do not have to "submit" (step 6 above) amendments, continuing reviews, 
closures, or unanticipated problems. Instead, these actions are directly routed to ORS after all faculty 
and DRC have signed-off.  

Amendment and Continuing Review Routing Map 

 

Please note: Amendments and Continuing reviews must be submitted with necessary 
additional documentation - Please be sure to upload your revised research proposal and 
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consent forms!  

The Summary Page 

This page provides the user with a summary of the entire six-step application. It is condensed and lists 
out all of the current study information. When the user links to this page as the Faculty Sponsor, 
Department Review Chair, or Co-Investigator on a study, he/she will be able to confirm involvement 
from this page. Note: at the top of the page there is a button for the Faculty Sponsor (in this case) to 
approve of this study. New actions can be submitted using the drop down menu at the page's bottom. 

 

General IRB Process Overview 

The Internal Review Board (IRB) reviews all human subjects research at The University of Texas at 
Austin. The IRB is composed mainly of UT faculty and meets monthly to review research proposals. 
The IRB reviews full board research; exempt and expedited research are reviewed "in house" by the 
Office of Research Support & Compliance. When a study is approved an approval letter is sent to the 
PI by email.. Studies are typically approved for a one-year period. PIs wishing to continue research 
beyond their one-year approval time period must submit a continuing review. The IRB must approve 
any changes or amendments to an approved study before the researcher implements such changes. If a 
continuing review is not received by the study expiration date, the study is suspended. Research cannot 
proceed during the suspension period. However, a continuing review can be submitted during this time. 
After 30 days a suspended study is terminated or expired.. A terminated study is permanently closed. 

What is Human Subjects Research? 

It can be very difficult to determine what constitutes human subjects 
research. The Common Rule offers the following definitions as 
guidance for determining human subjects research. The definitions are 
intentionally broad to include a wide range of research in hopes of 
capturing both the biomedical and humanities spectrums. These 
definitions are the starting point for anyone attempting to determine 
whether their research requires IRB review or not. The official 
determination of what is human subjects research is made by the 
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Office of Research Support.  

The first question to ask is if your project involves human subjects:  

            Human Subject means a living individual about whom the investigator conducting research 
obtains (a) data through intervention or interaction with the individual or (b) identifiable private 
information (45 CFR 46.102F) 

The second question is if your project is actually research as defined by the Common Rule: 

Research means a systematic investigation, including research development, testing and evaluation, 
designed to develop or contribute to generalizable knowledge. Activities which meet this definition 
constitute research for purposes of this policy, whether or not they are conducted or supported under a 
program which is considered research for other purposes. For example, some demonstration and 
service programs may include research activities (45 CFR 46.102d). For more information see the 
Office for Human Research Protections.  

If the answer to both questions is "yes," then you need IRB approval to conduct research. If the answer 
to one of the questions is "no," then ask yourself these questions: 

Does the activity involve a new drug or a new use for an approved drug (including over-the-
counter drugs)?  
Does the activity involve a new medical device or a new use for an approved medical device?  
(Note that medical devices generally include devices intended for the use in the diagnosis of 
disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in 
humans or other animals, and devices intended to affect the structure or any function of the body 
of humans or other animals.)  
Will data be submitted to the FDA or held for their inspection?  

If the answer to one of the above questions is "yes," then you will need IRB approval to proceed.  

In making such a determination it is best to consult your faculty supervisor or advisor, DRC, 
department head, or consult with our office. However, before contacting ORS please review our 
addressing past determinations of what is human subjects research and our UT IRB Policies and 
Procedures manual.  

Click here for exempt categories (note exempt research must be submitted for approval) 

Click here for expedited categories 

Human Subject Regulations Decision Charts 

The Proposal 

The IRB proposal consists of your application, research proposal, consent forms, and supporting 
documents. The research proposal must be submitted in the required format (see template at the link 
below). It is important in designing your research proposal to account for risks to human subjects. Once 
you have a proposal and it fits the definition of human subjects research, the next step is to get IRB 
approval. IRB approval is required before you begin conducting research. If you are a graduate or 
undergraduate student you must have a faculty sponsor assigned to your study. Your study should 
include information about the Investigators (co-investigators), hypothesis, research questions, project 
goals, background, significance, research method, design, proposed statistical analyses, and human 
subject interactions. Your proposal should also include all questionnaires, measures and interview 
questions you plan to administer to subjects. Click here for Application Forms and Templates 

Site Letters 

Research conducted upon private-premises other than the University of Texas at Austin requires 
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approval of that site. You can get a template from a site letter on our Forms page. The site letter 
must grant permission for the researcher to conduct research at that site. The letter should be as formal 
as possible (use letter head). The letter should be signed by a party responsible for research and/or the 
conduct of similar activity at the site. For example, school district letters are typically signed by the 
superintendent for schools in that district. Letters from private institutions should be signed by a 
director, executive, owner, or other appropriate official. 

Informed Consent 

Informed consent and confidentiality are critical to the process of collecting data from human 
participants. Except as described in "Waiver of Informed Consent" below, investigators may not enroll 
human subjects in research unless they have obtained the legally effective, written, informed 
consent/authorization of the subject or the subject's legally authorized representative. Investigators are 
responsible for insuring that the subjects, or their representatives, are given sufficient opportunity to 
consider whether or not to participate and must seek to avoid coercion or undue influence. Information 
given to potential subjects or their representatives must be in a language that is understandable to the 
subject or representative. No process of obtaining consent/authorization may include exculpatory 
language through which subjects waive any of their legal rights or releases or appear to release the 
investigator, sponsor, or institution or its agents from liability for negligence. The minimum elements 
necessary for informed consent are as follows:  

A statement that the study involves research, an explanation of the purposes of the research and 
the expected duration of the subject's participation, a description of the procedures to be 
followed, and identification of any procedures which are experimental;  
A description of any reasonably foreseeable risks or discomforts to the subject;  
A description of any benefits to the subject or to others which may reasonably be expected from 
the research;  
A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be 
advantageous to the subject;  
A statement describing the extent, if any, to which confidentiality of records identifying the 
subject will be maintained;  
For research involving more than minimal risk, an explanation as to whether any compensation 
and an explanation as to whether any medical treatments are available if injury occurs and, if so, 
what they consist of, or where further information may be obtained;  
An explanation of whom to contact for answers to pertinent questions about the research and 
research subjects' rights, and whom to contact in the event of a research-related injury to the 
subject;  
A statement that participation is voluntary, refusal to participate will involve no penalty or loss of 
benefits to which the subject is otherwise entitled, and the subject may discontinue participation 
at any time without penalty or loss of benefits to which the subject is otherwise entitled.  

Occasionally, the institutional setting in which the consent/authorization is sought will pose the 
possibility of coercion. Conducting research at institutions that provide services to subjects may be 
perceived as implying that continued service is dependent upon participation in the research. Students 
in the educational setting may be concerned that refusal to participate will affect their grades. These 
institutional pressures should be addressed in the research design. The protocol must adequately 
preserve the right to refuse participation. Please see Policies and Procedures Manual for more 
information and Application and Form Templates for letters of informed consent. You may also 
download a Consent Checklist.  

Waiver of Informed Consent 

The IRB may waive the requirements for obtaining informed consent/authorization or approve a 
consent/authorization procedure which does not include, or which alters, some or all of the elements of 
informed consent/authorization listed above, provided that all of the following four conditions are met: 

The research involves no more than minimal risk to the subjects;  
The waiver or amendment will not adversely effect the rights and welfare of the subjects;  
The research could not practicably be carried out without the waiver or amendment; and  
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Whenever appropriate, the subjects will be provided with additional pertinent information after 
participation.  

Documenting Informed Consent 

Informed consent/authorization must be documented by the use of a written consent/authorization form 
reviewed and approved by the IRB and signed by the subject or subject's legally authorized 
representative. A copy must be given to the subject or person signing the form. It is assumed that the 
consent/authorization form is only part of the total consent/authorization process in which the 
investigator, perhaps using the written consent/authorization form as an outline, describes all facets of 
the study and answers the subject's questions. The investigator is responsible for insuring that research 
subjects understand the research procedures and risks. Failure of the subjects to ask questions should 
not be construed as understanding on the part of the subject. 

Waiver of Documentation of Informed Consent 

The IRB may waive the requirements for obtaining informed consent/authorization or approve a 
consent/authorization procedure which does not include, or which alters, some or all of the elements of 
informed consent/authorization listed above, provided that either of the following two sets of 
conditions are met:  

The research presents no more than minimal risk AND  
The research involves procedures that do not require written consent/authorization when 
performed outside of a research setting 45 CFR 46.117(c)(2)  

OR  

The principal risks are those associated with a breach of confidentiality concerning the subject's 
participation in the research 
The consent/authorization document is the only record linking the subject with the research. 45 
CFR 46.117(c)(1)  
The IRB typically requires a cover letter providing informed consent to be given to the subjects 
but not signed and returned to the PI. The cover letter should include all necessary elements for 
full informed consent, but is not signed.  

Confidentiality and Anonymity 

Frequently proposals confuse confidentiality and anonymity. Anonymity means "unknown." This 
means for subjects to be anonymous the researcher must not be able to identify them. Confidentiality 
occurs when the subjects are identifiable but the researcher does not reveal their identities. Whenever 
possible design human subjects research to be anonymous as this poses the minimal risk to research 
subjects.  

Timeline 

Different types of studies have different timetables for review. For example, expedited and exempt 
studies are reviewed as received by ORS. Exempt studies, posing minimal risk to human subjects, take 
approximately 2-3 weeks to approve from the date received by ORS. Expedited studies take 
approximately 2-4 weeks to approve from the date received by ORS. It is important to remember that 
both exempt and expedited studies are reviewed "in house." Therefore, the full board meeting and 
agenda dates and deadlines are not applicable to exempt and expedited studies. Full board studies are 
reviewed monthly. Each meeting has a corresponding agenda deadline. A study must be submitted on 
or before the agenda deadline to be reviewed by the board at that month's meeting. Notification of 
determinations reached at the full board meetings are mailed to PIs within two weeks after the meeting 
date. 

DRC 
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Many academic areas have Departmental Review Committees (DRC). The DRC is responsible for 
reviewing studies within their respective departments. You must obtain DRC approval before 
submitting an application to the IRB. For a listing of DRC's visit our DRC Listing page. Traditionally, 
the DRC has approved the study by physically signing the application, however, the DRC is now able 
to electronically approve studies. For approval instructions visit our Approval Instructions page. If 
you have questions about the rules and procedures for ethical review or the applicability of this 
information to your proposal, first contact your DRC. 

Faculty Sponsor 

A faculty sponsor is required for all students conducting human subjects research. You and your faculty 
sponsor are responsible for human subjects protections. Your faculty sponsor must approve your 
application prior to IRB submission. For instructions on how a faculty sponsor approves an application 
visit our Approval Instructions page. 

The faculty sponsor is typically your dissertation or thesis chair, however, this is not always the case. It 
is important to remember to choose a faculty sponsor which works well with you. Your sponsor will 
provide valuable recommendations about experimental designs aimed at reducing the risk to human 
subjects. Your faculty sponsor is your primary contact for human subject concerns and questions. 

Compensating Research Subjects  

The guidelines outlined below are meant to assist investigators in determining a reasonable amount of 
compensation that can be given to research participants and also place some boundaries on what is and 
is not "reasonable."  The "reasonableness" of a particular sum of money or other form of payment 
should be based upon the time involved, the inconvenience to the subject, reimbursement for expenses 
incurred while participating, and should not be so large as to constitute a form of coercion.  

During the initial review of a research protocol, the IRB is required to review both the amount of 
compensation proposed and the method and timing of disbursement to assure that neither are coercive 
or present undue influence. The following are some additional guidelines: 

1. Any compensation should not be contingent upon the subject completing the study, but should 
accrue as the study progresses. 

2. Unless it creates undue inconvenience or a coercive practice, compensation to subjects who 
withdraw from the study should be made at the time they would have completed the study, had 
they not withdrawn. 

3. Compensation given as a "bonus" or incentive for completing the study is acceptable to the FDA, 
providing that the amount is not coercive. The IRB is responsible for determining if the incentive 
amount is not so large as to be coercive or represent undue influence. 

4. The amount of compensation should be clearly set forth in the informed consent/authorization 
document.  

Also please note: The University of Texas at Austin Institutional Review Board discourages the 
payment of finder's fees (monetary or in kind) in any form, due to the potential that such a practice 
could be perceived as coercive and bordering on unethical research subject recruitment. In addition, 
several professional associations and groups have stated that this practice is unethical. 

Email Notices: 

The Office of Research Support & Compliance notifies PIs 90, 60, and 30 days prior to the study 
expiration date. The IRBaccess database runs a program monthly generating these notices and emailing 
them. These emails are automated and only warnings about the upcoming expiration date. Suspension 
and termination emails are also generated and emailed by IRBaccess. All emails are sent to the email 
address on file in the UT directory. 

Closing a Study: 

A PI closes their study on or before the study expiration date. All studies which approval has lapsed are 
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expired and then terminated. Lapsed studies cannot be closed. Closing a study requires PIs to submit a 
closure report. This is a very short form that summarizes your research project; the PI and (if one 
exists) faculty sponsor sign the closure report. A study should be closed when human subject 
interactions have ended and subjects are not identifiable. If a risk to confidentiality remains despite all 
research being concluded (i.e. subjects can be identified in your data as you analyze and write) then 
you should not close the study.  

NON-COMPLIANCE WITH IRB POLICIES, PROCEDURES, OR DECISIONS 

THE IRB CANNOT RETROSPECTIVELY APPROVE RESEARCH. DO NOT BEGIN 
RESEARCH WITHOUT IRB APPROVAL. 

Human subjects research that deviates from the policies, procedures, stipulations, or decisions of the 
IRB is subject to further inquiry by the IRB.   Initially, ORS may send the investigator(s) in question a 
notice requesting the suspension of all research activities while the issue of non-compliance is 
reviewed, consistent with Federal Mandate 45 CRF Part 46.113.   This initial notice will also include a 
statement detailing the rationale for the IRB's action.   Finally, ORS will investigate allegations of non-
compliance.  

Areas reviewed during a non-compliance inquiry include: the category of original review (e.g. Exempt, 
Expedited, Full Board), the type (e.g. general, serious, continuing) and nature of the non-compliance, 
how investigators deviated from approved protocol, or failed to follow IRB procedure. They also 
include the history of non-compliance for the PI, CO-PI, and/or faculty sponsors, how the event was 
reported to the IRB, what steps if any the investigator took to rectify the non-compliance, and finally 
the implications for participants and the informed consent process.  

Complaints: 

PIs may bring forward to the Advisory Committee, IRB Chair, Director of ORS, or Human Subject's 
Program Coordinator concerns or recommendations regarding the human research protection program, 
including the IRB review process. To voice a compliant, concern, or problem, please email 
orsc@uts.cc.utexas.edu or call 471-8871.  
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HUMAN RESEARCH DETERMINATION CHECKLIST 
Principal Investigator:         Study #:        Review Date:       
 

DHHS REGULATIONS 
 

 I. The activity involves research because all of the following are true (A & B): 
 

 A.  The activity is a systematic investigation, including research development, testing and 
evaluation; 

 B.  The activity is intentionally designed to develop OR contribute to generalizable knowledge. 
 

 II. The activity involves human participants because both of the following are true (C & D): 
 

 C. The data the investigator is planning to obtain are about living individuals; 
 D. Either or both of the following is true (1 or 2) 

 
 1. The investigator plans to obtain the data through one or more of the following, one of the 

following must be applicable (a, b, c, d, or e): 
 

  a. Physical procedures performed on those individuals 
  b. Manipulation of those individuals 
  c. Manipulation of those individuals’ environments 
  d. Communication with those individuals 
  e. Interpersonal contact with those individuals 

 
 2. The information to be obtained is both of the following must be true (a & b): 

 
 a. Private because either of the following is true (i or ii): 

 i. The information is about behavior that occurs in a context in which an individual can 
reasonably expect that no observation or recording is taking place; 

 ii. The individual has provided the information for specific purposes and can reasonably 
expect that the information will not be made public (for example, a medical record) 

 
 b. Individually identifiable because either of the following is true (i or ii): 

  i. The identity of the participant is or may readily be ascertained by the investigator; 
 ii. The identity of the participant is or may readily be associated with the information 

 
 The activity is not “human participant research” because (I or II) is false (45 CFR 46). 
 The activity is “human participant research” because (I and II) are true (45 CFR 46).  The Exempt Review Form 

(pages 4-5) must be completed. 
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HUMAN RESEARCH DETERMINATION CHECKLIST 
Principal Investigator:         Study #:        Review Date:       
 

FDA REGULATIONS 
 

  I. The activity involves an FDA regulated test article because one or more of the following is true (A, B, or C): 
 

 A. The activity involves the use of a drug, other than the use of an marketed drug in the course of medical 
practice, both of the following are true (1 & 2): 
 

 1.  The activity will involve the use of a drug, meaning one of the following must be true (a, b, c, or d): 
 a. An article recognized in the official United States Pharmacopoeia, official Homoeopathic 
Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of 
them 
 b. An article intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease in humans or other animals 
 c. An article (other than food) intended to affect the structure or any function of the body of 
humans or other animals 
 d. An article intended for use as a component of any article specified in the above items 

 
 2. Either of the following is true (a or b): 

 a. The drug is NOT approved by the FDA for marketing 
 b. The drug is NOT being used in the course of medical practice 

 
 B. The activity involves the evaluation of the safety or effectiveness of a medical device, both of the 

following must be true (1 & 2): 
 

 1. The activity will involve the use of a medical device, meaning one of the following must be true (a, 
b, or c): 

 a. Recognized in the official National Formulary, or the United States Pharmacopoeia, or any 
supplement to them 

 b. Intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, 
treatment, or prevention of disease, in humans or other animals 

 c. Intended to affect the structure or any function of the body of humans or other animals, and 
which does not achieve any of it's primary intended purposes through chemical action within 
or on the body of humans or other animals and which is not dependent upon being 
metabolized for the achievement of any of its primary intended purposes 

 
 2. The activity evaluates the safety or effectiveness of the device. 

 
 C. The activity is otherwise subject to FDA regulation meaning both of the following must be true (1 & 2): 

 
 1. Data from the activity will be submitted to, or held for inspection by, the FDA. 

 
 2. The activity involves an FDA-regulated article one or more of the following must be applicable (a, b, 

c, d, e, or f): 
 a. Food or dietary supplement that bears a nutrient content or a health claim 
 b. Food or color additive for human consumption 
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 c. Infant formula 
 d. Biological product for human use 
 e. Electronic product for human use 
 f. Other article subject to the FD&C Act 

 
  II.  The activity involves human participants because one or more of following is true (A or B): 

 
 A. The test article will be used on one or more humans 

 
 B. All of the following are true (1, 2, 3, & 4): 

 1. The test article is a medical device 
 2. The medical device will be used on human specimens 
 3. The activity is being done to determine the safety or effectiveness of the device 
 4. Data from the activity will be submitted to, or held for inspection by, the FDA. 

 
 According to FDA regulations the activity is not “human participant research” because (I or II) is false. 
 According to FDA regulations the activity is “human participant research” because (I and II) are true. The Exempt 

Review Form (pages 4-5) must be completed. 
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EXEMPT REVIEW FORM 
Principal Investigator:         Study #:        Review Date:       

 
___1. Research conducted in established or commonly accepted educational settings, involving normal 
educational practices, such as: 

(i) research on regular and special education instructional strategies, or 
(ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or 
classroom management methods. 
(iii) The research is not FDA-regulated 

 
___2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey 
procedures, interview procedures or observation of public behavior, in which: 

 Information obtained is recorded in such a manner that human subjects can not be identified, 
directly or through identifiers linked to the subjects; and 

 Any disclosure of the human subjects' responses outside the research could not reasonably place 
the subjects at risk of criminal or civil liability or be damaging to the subject's financial standing, 
employability, or reputation; or 

 The research does not involve surveys of children, interviews of children, or observation of public 
behavior of children where the investigator(s) participate in the activities being observed. 

 The research is not FDA-regulated 
 

___3. Research involving the use of educational tests, survey or interview procedures, or observing public 
behavior that is not exempt under number 2 above, if the subjects are public officials or candidates for public 
office or a federal statute requires that the confidentiality of personally identifiable information will be 
maintained throughout the research and thereafter. The research is not FDA-regulated 
 
___4. Research involving the collection or study of existing data, documents, records, pathological or 
diagnostic specimens, if these sources are publicly available or if the information is recorded by the 
investigator in such a manner that subjects cannot be identified, either directly or through identifiers linked to 
the subjects. To qualify for exemption, the data, documents, records or specimens must be in existence 
before the project begins. The research is not FDA-regulated 
 
___5. Research and demonstration projects which are conducted by or subject to the approval of department 
or agency heads, and which are designed to study, evaluate; or otherwise examine: 

i. Public benefit or service programs; 
ii. Procedures for obtaining benefits or services under those programs; 

iii. Possible changes in-or alternatives to those programs or procedures; or 
iv. Possible changes in methods or levels of payment for benefits or services under those 

programs. 
v. The program under study must deliver a public benefit (e.g., financial or medical benefits as 

provided under the Social Security Act or service (e.g., social, supportive, or nutrition 
services as provided under the Older Americans Act). 

vi. The research or demonstration project must be conducted pursuant to specific federal 
statutory authority; 

vii. There must be no statutory requirement that an IRB review the project; 
viii. The project must not involve significant physical invasions or intrusions upon the privacy of 
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participants; 
ix. The funding agency must authorize or concur with this exemption. 
x. The research is not FDA-regulated 

 
___6. Taste and food quality evaluation and consumer acceptance studies,  (i) if wholesome foods without 
additives are consumed or (ii) if a food is consumed that  contains a food ingredient at or below the level and 
for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found 
to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or  
the Food Safety and Inspection Service of the U.S. Department of Agriculture. 
 

Regulatory Requirements: 
___1. The research does not involve prisoners (individuals involuntarily confined or detained in a penal 
institution) as participants. 
 

University of Texas at Austin Requirements: 
___1. The research does not involve interactions or interventions with individuals confined in mental 
hospitals, nursing homes, or other related facilities where the individual’s freedom of movement is restricted. 
 
___2. The research does not involve video recording. 
 
___3. The research is minimal risk. 
 

Additional Points (per Belmont Report): 
Autonomy: 
___1. All participants entered the study voluntarily. 
___2. Informed consent was provided to all participants, when appropriate. 
___3. Informed consent will be documented, when appropriate. 
___4. All subjects were adequately informed about research procedures, risks, and benefits. 
___5. The researchers attempted to minimize any unintended coercion of included populations, and did not 
involve participants with a diminished capacity to consent (e.g., prisoners). 
 
Beneficence: 
___6. The risks are reasonable in relation to the benefits of the study. 
 
Justice: 
___7. All participants were selected equitably. 
___8. Efforts were made to include women and members of minority groups, if appropriate to the research 
purpose. 
___9. The sampling efforts did not favor some classes solely due to ease of availability, compromised 
positions, or manipulability. 
 
____Waiver of Documentation of Consent 
  
 
____Waiver of Informed Consent 

Approve as Exempt:  _____ 
 
 
Signature:    Date: 
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FULL BOARD & EXPEDITED REVIEW 
 PRIMARY AND SECONDARY REVIEWER CHECKLIST 

 
Principal Investigator:         Study #:        Meeting / Review Date:       
 
Primary Reviewer:         Secondary Reviewer:        
 
Directions:  Please use this checklist for reference when reviewing this protocol.  Please refer to the following 
documents in reviewing this research study: IRB application, research proposal, DHHS grant application, 
certificate of consistency, informed consent or justification for waivers, relevant questionnaires, surveys, or 
instruments, site letters, recruitment materials, additional approval documentation e.g., IRB, and / or sponsor 
protocol.  Make notes in the space provided for leading the discussion with the full board.  Federal regulations 
or UT policy references are boxed.  Please contact the investigator with your questions prior to the meeting 
date.  If you see any significant problems with this study, please contact the Office of Research Support in 
advance of the meeting. 
 
General Comments/Summary:       
 
 
 
1. Does the reviewer have a real or perceived conflict of interest in the IRB review of this study? 

Yes  No 
  If “Yes”, please explain:       

 
 

2. Does the use of human subjects have research relevance? 
Yes  No 

The use of human subjects in this project is relevant and appropriate to answer the questions being asked.  The study design 
is appropriate to answer the questions being asked. 
Points for discussion:       
 
 

3. Are there ethical problems regarding the study’s design and conduct? 
Yes  No 

Ethical issues may include but are not limited to the Belmont report principles:  respect for persons (voluntary, fully 
informed consent), beneficence (obligation to protect subjects from harm and secure their well-being), and justice (benefits 
and burdens of research are fairly distributed). 
Points for discussion:       
 
 

4. Do any apparent immediate hazards exist? 
Yes  No 

The study procedures pose no apparent immediate hazards to participants.  Comment if study procedures necessitate 
modification to eliminate any apparent immediate hazards. 
Points for discussion:       
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5. Does the risk level, relative to participant benefits, necessitate a review of the proposal’s scientific merit? 
Yes  No 

In making this assessment, the IRB should consider whether the study is appropriate within the discipline.  The study should 
employ a sound scientific design that develops or contributes to generalizable knowledge. 

 Points for discussion:       
 
 

6. Should review be obtained more often than annually? 
Yes  No 

Points for discussion:       
 
 

7. Does the PI have access to a population that will allow recruitment of the required number of participants 
within the proposed recruitment period? 

Yes  No 
 Points for discussion:       
 
 
8. Could any payment provided to participants unduly influence their participation? 

Yes  No 
Consider the purpose of payments provided to participants and whether it is appropriate given the design.  Evaluate amount 
of payment provided and whether it seems justifiable given study requirements.  Assess if the offer of payment or amount 
provided could unfairly influence an individual’s participation. 

 Points for discussion:       
 
 
9. Pursuant to the information that was submitted to the IRB, do sufficient and necessary resources exist for 

the protection, care, and safety of participants and others for the duration of the research study? 
Yes  No 

Confirm all the following conditions are met: 
 The PI has sufficient time to conduct and complete the research; 
 The PI has adequate numbers of qualified staff; 
 The PI has adequate facilities; 
 All persons assisting with the research will be adequately informed about the protocol and their research 
related duties and functions. 
 If participants need ancillary resources as a consequence of taking part in the research (e.g., psychological 
counseling or emergency treatment), then the PI has a process to make these available. 

 
10. Will the research involve non-English speaking participants? 

Yes  No 
Has the consent document been translated into language understandable to the participant? 

Yes  No 
Will the investigator and research staff be able to communicate with these participants? (The research staff 
speaks the language or translators will be available.) 

Yes  No 
 

11. If there is a grant application or industry protocol for this study, do the Human Subjects Application and the 
Informed Consent Document correspond to the grant application/protocol? 

Yes  No  NA 
 
12. Is the recruitment and consent process (including telephone scripts, ads, brochures, letters, and 

compensation) fully described, appropriate, and non-coercive? 
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Yes  No 
Points for discussion:       

 
12a.  If “Yes” to 12, has the investigator provided a written description of the information to be 

provided orally or in written form to participants?  Does it include all required and appropriate 
additional elements? (See related questions #20 through 25.) 

Yes  No 
Points for discussion:       

 
12b.  If “No” to 12a, explain:       

 
13. Is the investigator doing research at site external to The University of Texas at Austin (University)? 

            Yes  No 
       If “Yes”: 
  13a. Has contact information been provided for the site?     Yes   No 
  13b. Does the site have an IRB?           Yes   No 
  13c. Has the IRB approved the research?       Yes     No 
  13d. Does the site plan to defer review to the University IRB?             Yes   No 
  13e. Has the site granted permission to conduct the research?      Yes    No 

If all the boxes have been checked “Yes” an interagency agreement may be needed. 
 
14. Is this a multi-site study where the investigator, the lead investigator, or the University is the coordinating 

center?           Yes  No 
 

14a.  If “Yes”, has the investigator provided an adequate plan to manage information that may be 
relevant to the protection of research participants, such as reporting of unexpected problems, 
protocol modifications, and interim results? 

Yes  No 
 

Informed Consent Questions 
 

15.  The investigator will obtain the legally effective informed consent of:  
The Participant   The Legally Authorized Representative  

 
16. Will the circumstances of the consent process provide the prospective participant or the representative 

sufficient opportunity to consider whether to participate?  
Yes  No 

 
17. Will the circumstances of the consent process minimize the possibility of coercion or undue influence?  

Yes  No 
 
18. Will the individuals communicating information to the participant or the representative during the consent 

process provide the information in language understandable to the participant or the representative 
(individuals talking to the participants and answering questions will be able to communicate in a manner 
that is understandable to the participant)?        Yes No 

 
19. Will the information being communicated to the participant or the representative during the consent process 

not include exculpatory language through which the participant or the representative is made to waive or 
appear to waive any of the participant’s legal rights? 

Yes  No 
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20. Will the information being communicated to the participant or the representative during the consent process 

not include exculpatory language through which the participant or the representative releases or appears to 
release the investigator, the sponsor, the institution or its agents from liability for negligence? 

Yes  No 
 
21. For all studies, confirm that the following are disclosed in the consent form: 

A statement that the study involves research. 
An explanation of the purposes of the research. 
An explanation of the expected duration of the participant’s participation. 
A description of the procedures to be followed. 
Identification of any procedures that is experimental. 
A description of any reasonably foreseeable risks or discomforts to the participant. 
A description of any benefits to the participant or to others which may reasonably be expected from the research. 
A statement describing the extent, if any, to which confidentiality of records identifying the participant will be 
maintained. 
An explanation of whom to contact for answers to pertinent questions about the research and research subjects’ 

rights. 
A statement that participation is voluntary 
A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is 

otherwise entitled. 
A statement that the participant may discontinue participation at any time without penalty or loss of benefits to 
which the participant is otherwise entitled. 
 If necessary, a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be 
advantageous to the participant. 
If necessary, an explanation of any measures to prevent pregnancy that should be taken while in the study 
For FDA-regulated research, a statement that notes the possibility that the Food and Drug Administration may 

inspect the records. 
An explanation of whom to contact in the event of a research related injury. 
If relevant animal data are available, an explanation of its significance. 

 
22. For studies involving greater than minimal risk, confirm that the following are also disclosed in the consent:  

Whether any compensation is available if injury occurs. 
If compensation is available if injury occurs, an explanation of what it consists of, or where further information 

may be obtained.  
Whether any medical treatments are available if injury occurs. . 
If medical treatments are available if injury occurs, an explanation of what it consists of, or where further 

information may be obtained.  
 
23. Where appropriate, one or more of the following elements of information should also be provided to each 

subject. Check any items that are not in the submitted Informed Consent that should be included. 
 A statement that the particular treatment or procedure may involve risks to the 

participant, which are currently unforeseeable. (Include if the risks of any research 
procedure are not well known, for example because of limited experience in humans.) 

 A statement that, if the participant is or may become pregnant, the particular treatment or 
procedure may involve risks to the embryo or fetus which are currently unforeseeable. 
(Include if the research includes women of child bearing potential or pregnant women, 
and the effects of any research procedures on embryos and fetuses is not well known.) 

 Anticipated circumstances under which participation will or may be terminated by the 
investigator without the participant’s consent.  

 Additional costs associated with study participation. (Include if there are costs to the 
participant that may result from participation in the research.) 

 Consequences of a participant’s decision to withdraw from the research and procedures 
for an orderly termination of participation. (Include if there are adverse consequences 
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(e.g., physical, social, economic, legal, or psychological) of a participant’s decision to 
withdraw from the research.) 

 Statement that new findings developed during the course of the research that may relate 
to the participant’s willingness to continue in the research study will be provided to the 
participant. (Include if significant new findings during the course of the research that may 
relate to the participant’s willingness to continue participation are possible.) 

 Approximate number of participants involved in the study. (Include if the approximate 
number of participants involved in the study might be relevant to a decision to take part 
in the research.) 

 
24. Where appropriate, one or more of the following elements of information should be verified if the Long 

Form of Consent Documentation is used:   All apply    Not Applicable 
 The consent document embodies the basic and required additional elements of disclosure. 

(See question(s) #21, 22, 23 and/or 25.) 
 The participant or the participant’s legally authorized representative will sign and date 

the consent document. 
 A copy of the signed (and dated for FDA-regulated research) consent document will be 

given to the person signing the form. 
 The investigator will give either the participant or the legally authorized representative 

adequate opportunity to read the consent document before it is signed. 
 

25. Where appropriate, one or more of the following elements of information should be verified if the Short 
Form of Consent Documentation is used:   All apply    Not Applicable 

 The consent document states that the elements of disclosure required by regulations have 
been presented orally to the participant or the participant’s legally authorized 
representative. 

 The written summary embodies the basic and required additional elements of disclosure. 
(See question(s) #21, 22, 23 and/or 24.) 

 There will be a witness to the oral presentation. 
 For participants who do not speak English, the witness will be conversant in both English 

and the language of the participant. 
 The participant or the participant’s legally authorized representative will sign and date 

the consent form. 
 The witness will sign (and date for FDA-regulated research) both the short form and a 

copy of the summary. 
 A copy of the signed (and dated for FDA-regulated research) short form will be given to 

the participant or the representative. 
 A copy of the signed (and dated for FDA-regulated research) summary will be given to 

the participant or the representative. 
 
26. For studies that involve these specific elements, the following information should also be provided to 

participants. Check any items that are not in the submitted Informed Consent that should be included. 
For studies involving: 

 Blood samples: A statement naming and describing the method through which blood will 
be sampled, the frequency with which this method is used, any possible side-effects of 
the method, who will obtain the sample and how much they will obtain, and what the 
blood will be analyzed for.  

 Blood tissue or body fluid for possible genetic research: A statement explaining the 
fact that the specimens will be maintained without identifiers, the risk level to the subject 
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if they agree to participate, where the specimens will be stored, who owns the specimens 
and how the specimens will be used in the future.  

 Physical risk: A statement that includes the following: the University does not have a 
plan to provide facilities or insurance to cover research-related injuries; Only University 
student participants will be afforded access to the designated services available through 
the University Student Health Center. If emergency treatment for research-related 
injuries is arranged, that should be stated, but a disclaimer for extended care should be 
added. 

 Risk to a fetus: A statement informing the female participant of the risk and the methods 
to be used (such as a pregnancy test) to minimize the risk. 

 Drugs: A statement including: known side effects, possible drug interactions (including 
interactions with alcohol), and a warning about activities that may be dangerous (such as 
driving with a drug that has a sedative effect).  

 Psychological risk: A statement informing the participants of the risk and indicating that 
UT does not have a plan for providing treatment; a list of names and telephone numbers 
of agencies that may alleviate mental concerns, such as a crisis hot line. If the principal 
investigator or the faculty sponsor of a student investigator is qualified to treat mental 
health problems, that person may be listed as a resource. Only UT student participants 
will be afforded access to the designated services available through the University 
Student Health Center.   

 Sensitive topics: A statement that some of the questions are of a personal or sensitive 
nature and examples of the topics or questions; a statement that they can skip a question 
if they do not wish to answer it; if questionnaires or interviews may generate reports of 
child physical or sexual abuse, a statement that the researcher is legally required to report 
this information to Child Protective Services; if the questionnaires or interviews may 
generate reports that the participant plans to harm him or herself or others, a statement 
that the investigator is ethically required to report that information to the local police 
department. Information about the legal obligations to report abuse and threats of harm to 
oneself or others may be omitted if the responses are anonymous.  In the event that the 
Privacy rule is more restrictive than the procedures described in the consent 
requirements, the more restrictive rule must be followed. 

 Audio or video recordings: A statement that the interviews or sessions will be audio or 
videotaped, the cassettes will be coded so that no personally identifying information is 
visible on them, the recordings will be kept in a secure place, and the recordings will be 
heard or viewed only for research purposes by the investigator and his or her associates. 
A statement that recordings will either be erased after they are transcribed or coded or 
they will be retained for possible future analysis. If the researcher wishes to present the 
recordings at a convention or to use them for other educational purposes, the statement 
(after the signature lines), “We may wish to present some of the tapes from this study at 
scientific conventions or as demonstrations in classrooms. Please sign below if you are 
willing to allow us to do so with the tape of your performance” Additionally, a second 
signature line should be added with the preface, “I hereby give permission for the video 
(audio) tape made for this research study to be used for educational purposes”.   

 Monetary or other compensation: A statement describing the amount and types of 
compensation and clearly specifying the requirements to earn them.    

 Deception: If deception is a necessary part of the experiment, a preliminary consent, in 
which the investigator informs the subject of the research, should be obtained. After the 
experiment, the subject should be informed of the deception and its purpose. In rare 
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instances, the IRB may approve a study even if no consent can be obtained or debriefing 
done. Deception requires a waiver of informed consent.  

 
For questions 27-33 and 35 please provide a brief justification for your answers: 
 
27. Are risks to participants minimized by using procedures which are consistent with sound research design 

and which do not unnecessarily expose participants to risk? 
Yes  No 

In answering this question consider physical, psychological, social, legal, and economic risks. Can alternative procedures or 
fewer procedures answer the scientific question and reduce the likelihood or magnitude of harm? 
Justify your answer:       

 
 
28. When appropriate, are risks to participants minimized by using procedures already being performed on the 

participants for diagnostic or treatment purposes? 
Yes  No 

In answering this question consider physical, psychological, social, legal and economic risks. Are procedures that will 
answer the scientific question being done anyway? If so, can the data from these procedures be used to reduce the likelihood 
or magnitude of harm?  
Justify your answer:       

 
 
29. Are risks to participants reasonable in relation to direct anticipated benefits (if any) to participants, and the 

importance of the knowledge that may reasonably be expected to result?  
Yes  No 

In answering this question consider physical, psychological, social, legal and economic risks. Is the research likely to 
achieve its proposed aims? Is the importance of the aims clear? In evaluating risks and benefits, the IRB should consider 
only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects 
would receive even if not participating in the research).  The IRB should not consider possible long-range effects of applying 
knowledge gained in the research (for example, the possible effects of the research on public policy) as among those 
research risks that fall within the purview of its responsibility. 
Justify your answer:       
 
 

30. Is the study minimal risk? 
Yes  No 

Most full-board studies are greater than minimal risk.  If the study is not minimal risk, the following condition must be 
satisfied: 

 A data safety monitoring plan has been established to monitor participants, regularly review data, and evaluate 
unanticipated problems that is adequate to ensure the safety of participants. This plan should include when the data will 
be monitored, what data will be monitored and who will monitor the data.  

 Justify your answer:       
 

 
31. Is subject selection equitable? 

Yes  No 
In making this assessment the IRB should take into account the purposes of the research and the setting in which the 
research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable 
populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally 
disadvantaged persons.  The IRB should evaluate the effect of the inclusion and exclusion criteria and the methods of 
recruitment on equitable selection.  The proposed sampling efforts should also not favor some classes of participants solely 
due to ease of availability, compromised positions, or manipulability.  The researchers should make efforts to include women 
and members of minority groups, if appropriate to the research purpose. 
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 Justify your answer:       
 

 
32. Are there procedures for protecting confidentiality of study data? 

Yes  No 
Answering yes means adequate provisions exist to maintain the confidentiality of data (such as restricted access, certificates 
of confidentiality, etc…). Answering no means confidentiality is not pledged, there are no legal or ethical requirements to 
maintain confidentiality and data release will not cause risk of harm.  

 Justify your answer:       
 
 
33. Are there procedures for protecting privacy of study participants? 

Yes  No 
Answering yes means adequate provisions exist to maintain the privacy of participants (research procedures minimize any 
invasion of privacy). Answering no means participants will have no expectation of privacy.  

 Justify your answer:       
 
 

34.  Does the research involve one or more vulnerable populations? 
Yes  No 

Vulnerable populations include children, prisoners, pregnant women, fetuses, neonates, and cognitively  impaired adults. If 
you answer yes to this question please complete the appropriate sections on pages 9-15 (see below).  

 
35. Are any participants (other than children, prisoners, pregnant women, fetuses, neonates and cognitively 

impaired adults) likely to be vulnerable or subject to undue influence or coercion? 
Yes  No 

If yes, are there additional safeguards included in the protocol to protect their rights and welfare?  
Justify your answer:       

 
36. Does the research involve the use of a non-significant risk device? 

Yes  No 
If yes please complete page 16.  

 
37. Will signed informed consent be waived (either through a waiver of consent or a waiver of documentation)? 

Yes  No 
If yes please complete the appropriate sections on page 17.  

 
36a. If “No” to 36, will a copy of the consent document be provided to the person signing the consent 

document? 
Yes  No 

 
If you answered NO to questions 33, 34 AND 36 please proceed to pages 18-19 (for expedited 
review if necessary). If you answered YES to question 32, 33 AND 35 please complete the 
necessary pages (listed below) and then proceed to pages 18-19 (for expedited review if necessary). 

Pages 9-10: Studies involving children 
Page 11: Studies involving prisoners 
Pages 12-13: Studies involving pregnant women, fetuses or neonates 
Pages 14-15: Studies involving cognitively impaired adults 
Page 16: Non-Significant Device Determination 
Page 17: Consent Determinations 
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FOR STUDIES INVOLVING CHILDREN 
  
38. For studies involving children, indicate the category below. If applicable, check whether or not the 

additional approval criteria within the shaded box are true.  
 1. Research not involving greater than minimal risk (45 CFR 46.404) 

If the IRB finds that no greater than minimal risk to children is presented, approval may be given only if adequate 
provisions are made for soliciting the assent of the children and the permission of at least one (1) parent/guardian.  
Minimal risk means that the probability and magnitude of the harm or discomfort anticipated in the research are 
not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine 
physical or psychological exams or tests. 
Please justify your answer:       

 
 2. Research involving greater than minimal risk but presenting the prospect of direct benefit to 

the individual subjects (45 CFR 46.405) 
If the IRB finds that more than minimal risk to children is presented by an intervention or procedure that holds out 
the prospect of direct benefit for the individual subject, or by a monitoring procedure that is likely to contribute to 
the subject’s well-being, approval may be given only if the IRB finds that all of the following are true: 

(a) the risk is justified by the anticipated benefit to the subjects, and  
(b) the relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by 

available alternative approaches, and 
(c) a data safety monitoring board has been established to monitor participants.. 

Please justify your answer:       
 

 3. Research involving greater than minimal risk and no prospect of direct benefit to individual 
subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition 
(45 CFR 46.406) 
If the IRB finds that more than minimal risk to children is presented by an intervention or procedure that does not 
hold out the prospect of direct benefit for the individual subject, or by a monitoring procedure which is not likely to 
contribute to the well-being of the subject, approval may be given only if IRB finds that: 

(a) the risk represents a minor increase over minimal risk, and 
(b) the intervention/procedure presents experiences to subjects that are reasonably commensurate with those 

inherent in their actual or expected medical, dental, psychological, social, or educational situations, and 
(c) the intervention/procedure is likely to yield generalizable knowledge about the subject’s disorder or condition 

which is of vital importance for the understanding or amelioration of the subject’s disorder or condition, and 
(d) a data safety monitoring board has been established to monitor participants. 

  Please justify your answer:       
 

 4. Research not otherwise approvable which presents an opportunity to understand, prevent, or 
alleviate a serious problem affecting the health or welfare of children (45 CFR 46.407) 
If the IRB does not believe the research meets the requirement of 404, 405, or 406, approval may be given only if: 

(a) the IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or 
alleviation of a serious problem affecting the health or welfare of children, and 

(b) the Secretary of DHHS, after consultation with a panel of experts in pertinent disciplines and following 
opportunity for public review and comment has determined either (1) that the research in fact satisfies the 
conditions of 404, 405, or 406, or (2) the research presents a reasonable opportunity to further the 
understanding, prevention or alleviation of a serious problem affecting the health or welfare of children and 
the research will be conducted in accordance with sound ethical principles and adequate provisions are 
made for soliciting the assent of children and the permission of their parents or guardians, and 

(c) a data safety monitoring board has been established to monitor participants. 
  Please justify your answer:        
 
 
 
 
39.  For studies involving children, the following must also be true. Check the appropriate approval criteria 
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within the shaded boxes as well:  
 The research makes adequate provisions for soliciting the assent of the children. 

             Check all that apply (Note: You may check more than one; Explain and justify your answer): 
Assent is a requirement for some or all capable children and documentation of assent is required. 
Assent is a requirement for some or all capable children and documentation of assent is not required. 
Assent is not required. 
The requirement for assent is waived or altered.  

In answering this question refer to the following guidelines. Assent is required for each child who is 
capable of providing assent based on age, maturity, and psychological state. Assent is not required if 
EITHER the capability of the children is so limited that they cannot reasonably be consulted OR the 
intervention or procedure involved in the research holds out a prospect of direct benefit that is important 
to the health or well-being of the children and is only available in the context of the research.  

Please justify your answer:       
 
 

          If the requirement for assent is waived or altered please confirm that: 
All of the following are true:  

 The research involves no more than minimal risk to the participants. 
 The waiver or alteration will NOT adversely affect the rights and welfare of the participants. 
 The research could NOT practicably be carried out without the waiver or alteration. 
 Whenever appropriate, the participants will be provided with additional pertinent information after 
participation. 

                                                                 -OR-  
All of the following are true: 

 The research or demonstration project is to be conducted by or subject to the approval of state or local 
government officials. 
 The research or demonstration project is designed to study, evaluate, or otherwise examine one of the following: 
public benefit or service programs, procedures for obtaining benefits or services under those programs, possible 
changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment 
for benefits or services under those programs. 
 The research could NOT practicably be carried out without the waiver or alteration. 
 The research is NOT subject to FDA regulations. 

 
 The research makes adequate provisions for soliciting the permission of the children’s parents or guardians. 

(Please complete the following): 
One of the following must be true: 

 The permission of both parents will be obtained unless one parent is deceased, unknown, incompetent, or not reasonably 
available, or when only one parent has legal responsibility for the care and custody of the child. 
 The permission of one parent is sufficient (Categories 1 or 2 only). 
 The requirement for parental permission is waived, based on one of the following: 

The requirement for parental permission is waived under 45 CFR 46.116(c) or (d) (Complete page 17) 
-OR- 

All of the following are true: 
The research protocol is designed for EITHER conditions for which parental or guardian permission is 

not a reasonable requirement to protect the participants OR a participant population for which parental or 
guardian permission is not a reasonable requirement to protect the participants. 

An appropriate mechanism for protecting the children who will participate in the research is substituted.
The waiver is consistent with Federal, State or local law. 
The research is NOT subject to FDA regulations.  

Please justify your answer:       
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FOR STUDIES INVOLVING PRISONERS 
40. For studies involving prisoners, check the box indicating the category below. 
 

 Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, 
provided that the study presents no more than minimal risk and no more than inconvenience to 
the subjects.   (45 CFR 46.306(a)(1)(A)) 

 
 Study of prisons as institutional structures or of prisoners as incarcerated persons, provided that 

the study presents no more than minimal risk and no more than inconvenience to the subjects.   
(45 CFR 46.306(a)(1)(B)) 

 
 Research on conditions particularly affecting prisoners as a class (for example, vaccine trials and 

other research on hepatitis which is much more prevalent in prisons than elsewhere; and research 
on social and psychological problems such as alcoholism, drug addiction, and sexual assaults) 
provided that the study may proceed only after the Secretary has consulted with appropriate 
experts including experts in penology, medicine, and ethics, and published notice, in the Federal 
Register, of his intent to approve such research.   (45 CFR 46.306(a)(1)(C)) 

 
 Research on practices, both innovative and accepted, which have the intent and reasonable 

probability of improving the health or well-being of the subject. In cases in which those studies 
require the assignment of prisoners in a manner consistent with protocols approved by the IRB to 
control groups which may not benefit from the research, the study may proceed only after the 
Secretary has consulted with appropriate experts, including experts in penology, medicine, and 
ethics, and published notice, in the Federal Register, of the intent to approve such research.   
(45 CFR 46.306(a)(1)(D)) 

Please justify your answer:       
 
 
According to 45 CFR 46.305(a), confirm that the following are applicable: 

Approval may be given only if the IRB finds that: 
(1) the research under review represents one of the categories of research permissible (above); 
(2) any possible advantages accruing to the prisoner through his/her participation in the research, when 

compared to the general living conditions, medical care, quality of food, amenities and opportunity for 
earnings in the prison, are not of such a magnitude that his/her ability to weigh the risks of the research 
against the value of such advantages in the limited choice environment of the prison is impaired; 

(3) the risks involved in the research are commensurate with risks that would be accepted by non-prisoner 
volunteers; 

(4) procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary 
intervention by prison authorities or prisoners.  Unless the principal investigator provides to the Board 
justification in writing for following some other procedures, control subjects must be selected randomly from 
the group of available prisoners who meet the characteristics needed for that particular research project;  

(5) the information is presented in language which is understandable to the subject population; 
(6) adequate assurance exists that parole boards will not take into account a prisoner’s participation in the 

research in making decisions regarding parole, and each prisoner is clearly informed in advance that 
participation in the research will have not effect on his or her parole; and 

(7) where the Board finds there may be a need for follow-up examinations or care of participants after the end of 
their participation, adequate provision has been made for such examination or care, taking into account the 
varying lengths of individual prisoners’ sentences, and for informing participants of this fact, and 

(8) a data safety monitoring board has been established to monitor participants. 
  Please justify your answer:       
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FOR STUDIES WITH PREGNANT WOMEN, FETUSES, OR NEONATES 
 

41. For studies involving pregnant women, human fetuses, or neonates, check whether or not the additional 
approval criteria are true in the relevant shaded box. 

 
 Pregnant women or fetuses may be involved in research if all of the following conditions are 

met (45 CFR 46.204): 
 

(a) where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical 
studies, including studies on non-pregnant women, have been conducted and provide data for assessing 
potential risks to pregnant women and fetuses; 

(b) the risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit 
for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than 
minimal and the purpose of the research is the development of important biomedical knowledge which 
cannot be obtained by any other means; 

(c) any risk is the least possible for achieving the objectives of the research; 
(d) if the research holds out (1) the prospect of direct benefit to the pregnant woman, (2) the prospect of a direct 

benefit both to the pregnant woman and the fetus, or (3) no prospect of benefit for the woman nor the fetus 
when risk to the fetus is not greater than minimal and the purpose of the research is the development of 
important biomedical knowledge that cannot be obtained by any other means, the woman’s consent is 
obtained; 

(e) if the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant 
woman and the father is obtained, except that the father’s consent need not be obtained if he is unable to 
consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from 
rape or incest; 

(f) each individual providing consent under (d) or (e) above is fully informed regarding the reasonably 
foreseeable impact of the research on the fetus or neonate; and 

(g) for children who are pregnant, assent and permission are obtained in accord with Subpart D for studies 
involving children; 

(h) no inducements, monetary or otherwise, will be offered to terminate a pregnancy; 
(i) individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures 

used to terminate a pregnancy; and 
(j) individuals engaged in the research will have no part in determining the viability of a neonate, and 
(k) a data safety monitoring board has been established to monitor participants. 

Please justify your answer:       
 
 

 Neonates of uncertain viability and nonviable neonates may be involved in research if all of 
the following conditions are met (45 CFR 46.205a): 

 
(1) where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for 

assessing potential risks to neonates; 
(2) each individual providing consent is fully informed regarding the reasonably foreseeable impact of the 

research on the neonate; 
(3) individuals engaged in the research will have no part in determining the viability of a neonate; AND 

46.205(b) if the neonate is of uncertain viability, until it has been ascertained whether or not a neonate is 
viable, the following additional conditions are met: 

(A) the IRB determines that  
(i) the research holds out the prospect of enhancing the probability of survival of the neonate to the point 

of viability, and any risk is the least possible for achieving that objective, or 
 (ii) the purpose of the research is the development of important biomedical knowledge which cannot be 

obtained by other means and there will be no added risk to the neonate resulting from the research; 
and 
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(B) the legally effective informed consent of either parent of the neonate or, if neither parent is able to 
consent because of unavailability, incompetence, or temporary incapacity, the legally effective 
informed consent of either parent’s legally authorized representative is obtained in accord with 
Subpart A, except that the consent of the father or his legally authorized representative need not be 
obtained if the pregnancy resulted from rape or incest. 

OR  46.205(c) if the neonate is nonviable after delivery, all of the following additional conditions are met: 
(A) vital functions of the neonate will not be artificially maintained; 
(B) the research will not terminate the heartbeat or respiration of the neonate; 
(C) there will be no added risk to the neonate resulting from the research; 
(D) the purpose of the research is the development of important biomedical knowledge that cannot be 

obtained by other means; and 
(E) the legally effective informed consent of both parents of the neonate is obtained, except that the waiver 

and alteration provisions of Subpart A do not apply.  However, if either parent is unable to consent 
because of unavailability incompetence, or temporary incapacity, the informed consent of one parent 
of a nonviable neonate will suffice to meet the requirements of this paragraph, except that the consent 
of the father need not be obtained if the pregnancy resulted from rape or incest.  The consent of a 
legally authorized representative of either or both of the parents of a nonviable neonate will not 
suffice to meet the requirement of this paragraph. 

Please justify your answer:       
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FOR STUDIES INVOLVING COGNITIVELY IMPAIRED ADULTS 
42. For studies involving potential or actual cognitively impaired adults (unable to consent), adult research 

participants may not understand the difference between research and treatment, or the researcher’s role as 
both clinician and investigator. Therefore, it is essential that the consent process clearly indicate the 
differences between individualized treatment and research and between the roles of clinician and 
investigator. The University IRB will only approve research involving adults that cannot consent provided 
the following criteria are met: 

The research question cannot be answered by using adults able to consent. 
The research is of minimal risk or more than minimal risk with the prospect of direct benefit to each individual 
participant; 
 If assent is obtained (see below), the PI will document the assent by noting on the consent or assent form that the 
participant assented to participate in research 

 
43.  Assent: 
       Please check all that apply (Note: You may check more than one; Explain and justify your answer): 

Assent is a requirement for some or all capable cognitively-impaired adults. 
Assent is not a requirement for some or all cognitively-impaired adults. 
The requirement for assent is waived or altered.  

In answering this question refer to the following guidelines. Assent is required if the participant is capable of 
providing assent based on psychological state. Assent is not required if EITHER the capability of the participants is 
so limited that they cannot reasonably be consulted OR the intervention or procedure involved in the research holds 
out a prospect of direct benefit that is important to the health or well-being of the participants and is only available 
in the context of the research. 

 Justify your answer:       
 
 
 

If the requirement for assent is waived or altered please confirm that: 
All of the following are true:  

 The research involves no more than minimal risk to the participants. 
 The waiver or alteration will NOT adversely affect the rights and welfare of the participants. 
 The research could NOT practicably be carried out without the waiver or alteration. 
 Whenever appropriate, the participants will be provided with additional pertinent information after 
participation. 

                                                                 -OR-  
All of the following are true: 

 The research or demonstration project is to be conducted by or subject to the approval of state or local 
government officials. 
 The research or demonstration project is designed to study, evaluate, or otherwise examine one of the following: 
public benefit or service programs, procedures for obtaining benefits or services under those programs, possible 
changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment 
for benefits or services under those programs. 
 The research could NOT practicably be carried out without the waiver or alteration. 
 The research is NOT subject to FDA regulations. 

 
44. Does the consent form reflect the differences between standard treatment and research activities? 

 Yes   No   N/A 
Describe consent protections:       
 
 
 
 
 
45. Have the following points been considered? 
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- potential conflicts of interest when subjects cannot understand the difference between research and treatment; 
- subject’s potentially fluctuating capacity for consent; 
- how capacity to consent will be assessed; and  
- measures for ensuring voluntary participation throughout the study. 
See UT Policies and Procedures manual. 

 Yes  No 
 
Please justify your answer:       

 
 
46. Does research implement an independent monitor to assess the potential subject’s decision-making capacity 

or to be present during subject recruitment and the consent process? 
Yes   No  

Please justify your answer:       
 
 
47. Does investigator plan to use a legally authorized representative to consent on behalf of the participant? 

Yes   No  
Identify LAR:       
 
 
48. Does the informed consent document reflect this? 

Yes   No  
 
49. The autonomy of the individual with impaired decision-making capacity should be respected. Can the 

participant decide to withdraw from the study at any time? 
Yes   No  

 
50. Communication between investigators and their staff and the participants and their families is critical.  Will 

informed consent be an ongoing process throughout the course of the research? 
Yes   No   N/A  

Please justify your answer:       
 
 
51. Individuals with impaired decision-making capacity may need more time to consider the information they 

are presented regarding research. Information should be provided incrementally to facilitate understanding. 
Does PI provide waiting periods to allow potential participants to consult with family members about 
whether or not to participate? 

Yes   No  
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NON-SIGNIFICANT DEVICE DETERMINATION 
 

52. Does the device meet the criteria for an exemption from an IDE [21 CFR 812(c)]? 
Yes   No  

Significant risk device means an investigational device that: 
 

(1) Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a 
subject; 

(2) Is purported or represented to be for a use in supporting or sustaining human life and presents a potential for 
serious risk to the health, safety, or welfare of a subject; 

(3) Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise 
preventing impairment of human health and presents a potential for serious risk to the health, safety, or 
welfare of a subject; or 

(4) Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject. 
 

 
53. If IDE is not a significant risk device, then does the device meet all other abbreviated requirements [21 CFR 

812(b)]? 
Yes   No  

 
21 CFR 812(b)(1): An investigation of a device other than a significant risk device, if the device is not a banned 

device and the sponsor: 
(i) Labels the device in accordance with 812.5; 
(ii) Obtains IRB approval of the investigation after presenting the reviewing IRB with a brief explanation of why 

the device is not a significant risk device, and maintains such approval; 
(iii) Ensures that each investigator participating in an investigation of the device obtains from each subject 

under the investigator's care, informed consent under part 50 and documents it, unless documentation is 
waived by an IRB under 56.109(c). 

(iv) Complies with the requirements of 812.46 with respect to monitoring investigations; 
(v) Maintains the records required under 812.140(b) (4) and (5) and makes the reports required under 

812.150(b) (1) through (3) and (5) through (10);  
(vi) Ensures that participating investigators maintain the records required by 812.140(a)(3)(i) and make the 

reports required under 812.150(a) (1), (2), (5), and (7); and  
 (vii)  Complies with the prohibitions in 812.7 against promotion and other practices. 
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CONSENT DETERMINATIONS 
 

Waiver of Documentation of Consent 
According to 45 CFR 46.117 and / or 21 CFR 56.109(c)(1) an IRB may waive the requirement 
for the investigator to obtain a signed consent form for some or all subjects if it finds: 
 

The research presents no more than minimal risk.  
AND 

The research involves procedures that do not require written consent when performed  
outside of a research setting 45 CFR 46.117; 21 CFR 56.109(c)(1). 

 
Please justify your answer:       

 
 
OR 

 
 

 

The principal risks are those associated with a breach of confidentiality concerning the 
subject's participation in the research. 

AND 
The consent document is the only record linking the subject with the research (45 CFR 

46.117).       AND 
Each participant will be asked whether the participant wants documentation linking the 

participant with the research, and the participant’s wishes will govern. 
AND 

The study is not FDA regulated. 
 
Please justify your answer:       
 

For either form of waiver of documentation, should the investigator provide written information to the 
participants? 

Yes   No   N/A  
 

Waiver of Informed Consent 
According to 45 CFR 46.116(d) an IRB may waive informed consent provided: 

The research presents no more than minimal risk to subjects; 
The waiver will not adversely affect the rights and welfare of subjects; 
The research could not practicably be carried out without the waiver; and 
Whenever appropriate, the subjects will be provided with additional pertinent information 
after they have participated in the study, 

The study is not FDA regulated 
 

 Please justify your answer:       
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Expedited Research 

Applicability: 

(A) Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only 
procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited 
review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed 
to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the 
activity is eligible for review through the expedited review procedure when the specific circumstances of the 
proposed research involve no more than minimal risk to human subjects. 

(B) The categories in this list apply regardless of the age of subjects, except as noted. 

(C) The expedited review procedure may not be used where identification of the subjects and/or their responses 
would reasonably place them at risk of criminal or civil liability or be damaging to the subjects financial 
standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate 
protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no 
greater than minimal. 

(D) The expedited review procedure may not be used for classified research involving human subjects. 

(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or 
exception) apply regardless of the type of review--expedited or convened--utilized by the IRB. 

(F) Categories one (1) through seven (7) pertain to both initial and continuing IRB review. 

Research Categories: 

 (1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. 
(Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of 
the risks associated with the use of the product is not eligible for expedited review.) 

b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 
812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device 
is being used in accordance with its cleared/approved labeling. 

 (2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 

a) from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts 
drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 
times per week; or 

b) from other adults and children2, considering the age, weight, and health of the subjects, the collection 
procedure, the amount of blood to be collected, and the frequency with which it will be collected. For 
these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period 
and collection may not occur more frequently than 2 times per week. 
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 (3) Prospective collection of biological specimens for research purposes by noninvasive means. 

Examples: (a) hair and nail clippings in a non-disfiguring manner; (b) deciduous teeth at time of exfoliation or 
if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need 
for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in 
an unstimulated fashion or stimulated by chewing gum base or wax or by applying a dilute citric solution to the 
tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane 
prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection 
procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in 
accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or 
swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization. 

 (4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) 
routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical 
devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety 
and effectiveness of the medical device are not generally eligible for expedited review, including studies of 
cleared medical devices for new indications.) 

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not 
involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) 
weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, 
electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, 
ultrasound, diagnostic infrared imaging, Doppler blood flow, and echocardiography; (e) moderate exercise, 
muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, 
weight, and health of the individual. 

 (5) Research involving materials (data, documents, records, or specimens) that have been collected, or will 
be collected solely for non-research purposes (such as medical treatment or diagnosis). (NOTE: Some research 
in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 
46.101(b)(4). This listing refers only to research that is not exempt.) 

 (6) Collection of data from voice, video, digital, or image recordings made for research purposes. 

 (7) Research on individual or group characteristics or behavior (including, but not limited to, research on 
perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social 
behavior) or research employing survey, interview, oral history, focus group, program evaluation, human 
factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt 
from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing 
refers only to research that is not exempt.) 
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UT IRB 
NON-COMPLIANCE REVIEW FORM 

Reviewer:  Study # Principal Investigator:  
 

Level of study risk:  Minimal   Greater than minimal 
 

Category of Review:  Exempt  Expedited  Full Board 
 
Type of Non-Compliance:   General  Serious  Continuing 
 
 
Please use this checklist for reference when reviewing this non-compliance case.  Make notes in the 
space provided.  Federal regulations or UT policy references are boxed.  Please contact the investigator 
with any questions.  ORS office to complete Summary and Items 1-5. 
Summary/General Comments 
 
 
 
1. Please indicate the nature of the non-compliance  Deviated from approved protocol 

Failed to follow IRB procedures 
Failed to protect participants’ rights 
Other_______________________ 

 
2. Please list non-compliance history for PI, CO-PI, and faculty sponsors. 
 
 
3. Please list PI, CO-PI, and faculty sponsor training type(s) and date(s). 
 
 
4. How was this event reported to the IRB: 
 
 
5. What steps if any did the investigator take to rectify the non-compliance? 
 
Items 6-9 to be completed by Non-Compliance Committee Member 
 
 
6. Implications for risk to participants: 
 
 
7. Implications for informed consent process: 
 
 
8. Implications for the training of researchers: 
 
 
9. Please list your recommendations for how to resolve this non-compliance case below: 

  

   

 
 
 
 

   




