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IRB Application Guidelines  

 

1.0 Introduction 
 

Institutions receiving U.S. Department of Health and Human Services (DHHS) funds to conduct 

research with human participants must assume responsibility for the protection of the rights and 

welfare of human subjects in compliance with federal regulations.  Each institution is required to 

document this information within a Federal wide Assurance issued by the U.S. Department of 

Health and Human Services Office of Human Research Protections.  Federal wide assurances 
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2.2 Types of Applications 
 

2.2.1 Application for Administrative Review.  The research protocol may qualify for an 

administrative (exempt or expedited) review.  Completion of this review process should take no 

less than four weeks.  Administrative reviews are conducted in the order received.  Protocols 

eligible for an administrative review should be submitted as soon as possible to receive the 

timeliest review. 
 

2.2.2 Application for Full Committee Review.  The full IRB meets during the semester, 

as needed for review of applications.  The times are determined based on the availability of the 

members of the IRB.  Research that is more than minimal risk or that involves more than 

minimal deception requires full committee review. 
 

Research protocols to be reviewed during the full meeting are accessible to the IRB members 

approximately seven days in advance of the meeting.  Therefore, protocols submitted for full 

committee review must be received two weeks before the scheduled full committee meeting.  An 

intake review and a prereview will be done prior to the meeting.  

Investigators are encouraged to attend the meeting at a time certain, in order to facilitate review 

and answer questions regarding the research.  The investigator will be notified by email and hard 

copy memo of the review decision within one week following the meeting date. 
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(3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), 

survey procedures, interview procedures, or observation of public behavior that is not exempt 

under paragraph (2), if 
 



 

 Page 
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3.1 Study Abstract 
 

The IRB uses the study abstract to gain a general understanding of the scope of the research and 

to verify the type of review that is needed (e.g., exempt, expedited, or full committee).  The 

abstract should provide a basic understanding of why the study is being conducted, how it will be 

carried out, how the results will be interpreted, and how risks will be managed.  Specifically, the 

abstract should include a one-paragraph summary of the protocol that includes a brief description 
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The degree to which these potential subjects are vulnerable is directly related to the degree to 

which these individuals are capable of volunteering or providing informed consent to research 

participation.  There are 
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3.3.8 Selection Criteria and Screening.  Investigators need to describe the criteria by 

which subjects will be selected for study participation to determine whether subject selection 

practices are equitable and justified.  The protocol should include rationale to support the 

selection criteria.  In order to know that subjects will be selected appropriately, the protocol 

should describe how the inclusion/exclusion criteria will be assessed and by whom (include a 

description of the assessor’s professional qualifications/credentials if relevant).  The aim is to 

protect subject confidentiality, and for ensuring that a prospective subject has given informed 

consent before disclosing private information.  In certain cases, investigators are interested in 

screening individuals before they are formally enrolled into the study to determine whether they 

meet the basic study selection criteria.  This process can often lead to disclosure of private 

information prior to obtaining and documenting informed consent.  Therefore, if a screening 

procedure will be used, information is required on how screening will take place (e.g., interview, 

survey, records review) and how data collected during screening will be handled if the person is 

found to be ineligible (e.g., used as research data or destroyed).  If individuals will disclose 

private information, a review will be done of the procedures used to obtain consent from the 

person in aa0fdone of the p
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participants.  Applications involving more than minimal deception will be reviewed by the full 

committee. 
 

3.4.4 Study Location.  The review of the protocol will assess the appropriateness of the 

location and the setting where subjects will participate in the research.  The protocol should 

address any special considerations associated with recruitment or data collection at the location 

(e.g., identifying potential subjects, obtaining voluntary participation, confidentiality/anonymity 

of data, and privacy concerns).  If the research is supported by federal funds and persons not 

affiliated with the institution will conduct the study, it is necessary for the investigator to 

document that the facility has an assurance with OHRP and that a local IRB has reviewed the 

study for conduct at the performance site. 
 

3.4.5 Special Procedures:  Exercise Testing.  The investigator must provide a 

description of any investigational, experimental, or special procedures that will involve the 

subject (medical devices, electrical equipment, etc.).  
 

If participants will be exposed to exercise or exercise-related testing, the investigator must 

describe these activities.  Only those qualified to conduct such testing will be permitted to do so, 

and shall adhere to all recognized guidelines for such testing.  Risks associated with various 

types of tests or using various types of equipment should be discussed in the protocol.  
 

3.4.6 Potential Benefits.  The protocol must demonstrate that conducting the proposed 

study will result in a benefit either to science/society or to the individual participant.  Therefore, 

the investigator must provide a clear description of the anticipated benefits that will be derived 

from the study. 
 

3.4.7 Risks.  When recruiting participants for research, information about the types of 

risks associated with study participation must be presented to each prospective subject. Even if 

the level of risk is minimal, the protocol should never document that there is “no risk.”  The 

OHRP has provided the following descriptions of risks that may be associated with research 

participation.  Physical harm is often associated with research involving medical procedures; 

however, it can also be related to research testing aspects of physical fitness or public health 

concerns.  Minor pain and discomfort, as well as drug side effects or injury resulting from an 

invasive procedure, should be considered when evaluating exposure to physical harm.  The 

physical risk may be minor and transient; however, some procedures may result in adverse 

events that may be considered serious and possibly permanent.  Psychological harm may occur 

when subjects are asked to disclose or think about personal feelings and/or behaviors or are 

involved in an experiment that involves a manipulation of the environment or deception.  The 

subject may experience changes in awareness, thought processes, and emotion as a result.  Social 

or economic harm is associated with research where sensitive information about the subject (e.g., 

alcohol and other drug abuse, mental illness, illegal activities, etc.) is obtained.  A breach in the 

confidentiality or anonymity of this information may lead to the individual being labeled in a 

way that could affect their reputation, insurance eligibility, or employment. 
 

3.4.7.1 Management of Risk.  The investigator must document the precautions, 

safeguards, and alternatives incorporated into the research activity to reduce or limit the severity, 

duration, and likelihood of harm.  If the study activities place the subject at greater than minimal 
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risk for injury, the investigator should describe what the potential subject will be told during the 

consent process and describe whether and who will cover treatment for any injury associated 

with the study.  If there is a risk of psychological discomfort in a questionnaire, interview, or 

focus group setting, the investigator should indicate that subjects will be informed that they may 

refrain from answering any question that makes them uncomfortable.  The investigator should 

also indicate, if appropriate, that a resource or referral sheet will be provided to all participants. 
 

The investigator must describe the procedures used to maintain anonymity or confidentiality 

during data collection, e.g., collecting completed questionnaires using a box at the front or back 

or the room or a sealed envelope.  For anonymous questionnaires, investigators should indicate 

that subjects will be reminded not to place their name or other identifier on the questionnaire.  

For mailed questionnaires, investigators should state that subjects will be reminded not to place 

their name or other identifier on the envelope.  It is also advisable for the investigator to place 

their own name and address on the return address portion of the envelope.  For focus groups, the 

investigator should state that subjects will be reminded not to share information with others 

outside the group. 
 

With the exception of focus groups and other group activities, if audio or video recording is 

taking place, the investigator should indicate that subjects will have the opportunity to destroy 

the tape if they withdraw from the study. 
 

3.4.7.2 Assessment of Risk.  The investigator must include information provided by the 

investigator to assess whether the risks and inconveniences associated with the research are 

reasonable in relation to the anticipated benefits to the subjects and in relation to the knowledge 

that may reasonably be expected to result from this research.  In evaluating risks and benefits, the 

review of the protocol will consider only those risks and benefits that may result from the 

research (as distinguished from risks and benefits of interventions subjects would receive even if 

not participating in research).  The possible long range effects of applying knowledge gained in 

the research will not be considered (for example, the possible effects of the research on public 

policy). 
 

3.4.8 Confidentiality Procedures.  To maintain confidentiality of research data, the 

investigator should protect information obtained from the subject to avoid unintentional access 

by others.  A federal Certificate of Confidentiality may be issued to protect sensitive data from 

being subpoenaed by a court of law.   
A determination may be made that documentation of informed consent be waived if this process 





http://grants1.nih.gov/grants/policy/coc/
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terms of the incentive should be described within the consent form. Incentives may also be 

described on recruitment materials, but should not be sensationalized or exaggerated. 
 

The investigator should consider the use of a prorated incentive payment system.  This allows for 

the subject to be paid as the study progresses and does not create the perception of a penalty for 

discontinuing participation.  In some cases, the incentive structure involves graduated payments 

over the course of the study to encourage continuation without creating an undue influence for 

participation.  An acceptable approach may involve procedures to pay the incentive in one 

payment at the end of the study when there is a direct benefit to the subject and a complete data 

set (all sessions, all interviews, all surveys) must be acquired in order to draw any conclusions.  

The review will include an assessment of the payment schedule to confirm that the incentive 

schedule does not appear coercive or unduly influence the subject’s decision to participate. 
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If the investigator has disclosed a financial interest in the research, the consent form should 

describe the financial interest as well as how the interest has been managed to avoid the 

possibility of a conflict in the conduct of the research. 
 

3.4.13 Internet Research.  Research conducted in the virtual world of the internet is 

subject to the same IRB review process and human subjects protections as research conducted in 

the physical world.  The main concerns of the IRB for protecting subjects involved in research 

on the internet are informed consent, protection of privacy, and confidentiality or anonymity. 
 

Survey Research 
 

Similar guidelines to obtaining consent for exempt research apply in anonymous internet survey 

research.  The investigator must clarify whether participant's information will be anonymous (no 

identifiers, including online pseudonyms) or confidential.  If confidential, the investigator must 

indicate whether any information linked to the individual's identity (in the physical or virtual 

world) will be used.  An explanation must be included on any added risks associated with 

privacy violations and strategies developed to reduce the risk of privacy loss or breach of 

anonymity or confidentiality. 
 

Confidentiality and privacy are of particular importance for internet research, given that 

information may be stored and accessed for indefinite periods of time.  The investigator must 

assure that data collected will only be accessible to the investigator.  If the research requires data 

to be collected via the internet, efforts to enhance participant privacy and reduce risks associated 

with a breach to anonymity or confidentiality of subject data must be considered.  Within the 

protocol, investigators must describe the following procedures as they pertain to data collection 

and submission utilizing the internet. 
 

Privacy/Access.  Procedures planned to protect participant identity when entering and submitting 

data via the internet.  For example, will the subject have a username and/or password to gain 

access to the study site? If so, the investigator must develop instructions for the participant to use 

when creating a username or password that enhances protection of privacy (e.g., not using own 

name, not sharing password, etc.).  Will data be transmitted in encrypted format?  In an 

anonymous survey, will a name-blind survey URL be assigned to each individual survey to 

guarantee privacy? 
 

Confidentiality of Data.  Procedures to advise a participant on how to prevent another computer 
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Investigators should describe systems in place to prevent unauthorized persons (hackers) from 

accessing the database.  For highly sensitive topics, it is recommended that the subject have the 

option of printing out a blank copy of the survey and mailing it back to the investigator.  
 

Observational Research 
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If persons who are cognitively impaired will be recruited for this study, a review will be done of 

the information about the process used to ensure that the prospective subject understands the 

information presented about the study. 
 

4.2 Informed Consent Procedures 
 

It is important to include a description of the person who will make initial contact with the 

potential subject to demonstrate that this individual is knowledgeable about the study, can 

present the information to lay people, and will promote voluntary participation.  The procedures 

should also include qualifications of the individual(s) who will present the study to potential 

subjects, as well as the qualifications and training of the person who will be asked to inform 

potential subjects of the study, answer questions the subject may have about the study, and 

document this process through a signed consent form.  In addition, the procedures should 

identify who will verify that the consent form is signed.  The procedures should identify the 

process that will be utilized to retain the signed copies of the consent document in your records 

for a minimum of three years following completion of the study. 
 

If non-English speaking persons will be recruited, the investigator will provide a description of 

the qualifications of the person who will conduct the translated consent process.  If verbal, the 

investigator will provide an English version of the consent document before the translated 

version is approved.  After the English version has been approved, the investigator will be 

required to forward a copy of the translated document and a back translation into English, done 

by someone other than the original translator, so that the accuracy and thoroughness of the 

translation can be assessed. 
 

4.3 Waiver of Consent Requirement 
 

If waiver of consent, alteration of consent content, or waiver of consent documentation is 

requested, a review will be done of the justification to support the request. 
 

As per 45 CFR 46.116 (c), the requirement to obtain informed consent or approve a consent 

procedure that alters some of the consent content may be waived if it is found and documented 

that: 
 

a. The research is designed to evaluate a public benefit or service program and the research could 

not be carried out without the waiver or alteration or 

b. The research involves no more than minimal risk to the subject; 
c. The research could not be carried out without the waiver or alteration and 

d. When appropriate, the subjects are provided with additional information after participation. 

 

4.4 Waiver of Documentation of Consent 
 

The requirements to document voluntary participation via a signed consent form may be waived 

if the research presents no more than minimal risk of harm to subjects and involves no 

procedures for which written consent is normally required outside of the research context (45 

CFR 46.117 (c)). 
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• A statement to describe how confidentiality of records identifying the subject or anonymous 

records will be maintained (include the procedures for using and storing data and who will have 

access to the data, as well as how the results will be reported). 
 

• If an incentive is offered to participants, a description of what is being offered and what is 

required of the subject to obtain the incentive.  If the subject is offered a payment, a statement 

must be included on the amount, formula for proration should the subject or investigator choose 

to discontinue participation, and when payment will occur. 
 

• Any procedures that are experimental. 
 

• When applicable, a statement informing subjects of appropriate alternative procedures or 

courses of treatment that might be available or advantageous to them. 
 

• 
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subject/legal representative will sign the “short form” if he or she decides to participate in the 

research.  The witness verifies the consent process by also signing the “short form” and the 

consent statement that is presented orally to the subject.  A copy of the consent statement is then 

given to the subject or the representative, in addition to a copy of the signed “short form.” 
 

5.5 Consent Translation 
 

DHHS regulations (45 CFR 46.116) require that informed consent be obtained in language 

understandable to the subject (or the subject’s legally authorized representative).  Non-English 

speaking subjects must be presented with, and sign a consent form, that is written in their 

primary language.  The investigator must include in the application a language-appropriate 

translated consent document for review and approval prior to recruiting subjects.  It is 

recommended that the investigator secure approval of the English consent document prior to 

translating the consent form.  It is not required that a certified translator perform the document 

translation. However, it is required that the investigator provide a “back translation” to English, 

done by someone other than the original translator.  Translation of a document to Spanish using 

the back-translation method involves translation of the English document to a Spanish version.  

The Spanish version of the document is then converted back to English by another bilingual 

individual.  The original English version is then compared to the English version of the Spanish-

translated document for accuracy.  If the two documents are comparable, the translation would 

be considered adequate.  It is expected that the back translation will not be a verbatim rendition 

of the original English version. 
 

5.6 Special Considerations 
 

• For research involving cognitive impaired participants, it may be necessary to include 

additional procedures during the consent process to ensure that the prospective subject 

understands the information presented about the study.  The investigator should consider 





 

 Page 28  Last updated April 12, 2017 

with procedures and regulations relating to the protection of human subjects.  The supervising 

faculty member is responsible for the following aspect of the student’s involvement in research: 
 

• Ensure that the student has reviewed and understands the federal regulations that govern 

research involving human subjects, the Belmont Report, and BCC’s Procedures prior to 

developing a study that involves human subjects. 
 

• Meet with the student investigator to monitor the study progress. 
 

• Be available to the student investigator to supervise and address problems should they arise. 
 

• Oversee the prompt reporting of any unanticipated problems or significant or untoward adverse 

effects within five working days of occurrence. 
 

• Arrange for an alternate faculty sponsor to assume these duties when unavailable (vacation or 

sabbatical). 
 

• Monitor the research activity to ensure that the protocol approved by the IRB is followed.  By 

signing the application form, the faculty adviser will verify that he or she will comply with the 

stated responsibilities. 
 

6.3 Campus Sponsor’s Responsibility when Supervising Non-affiliated Research 
 

Non-affiliated research involving human subjects must be supervised by an authorized faculty 

member or administrator to ensure compliance with procedures and regulations relating to the 

protection of human subjects.  The campus sponsor is responsible for the following aspect of the 

non-affiliated researcher’s involvement in research: 
 

• Ensure that the researcher has reviewed and understands the federal regulations that govern 

research involving human subjects, the Belmont Report, and BCC’s Procedures prior to 

developing a study that involves human subjects. 
 

• Be available to the investigator to supervise and address problems should they arise. 
 

• Oversee the prompt reporting of any unanticipated problems or significant or untoward adverse 

effects within five working days of occurrence. 
 

• Arrange for an alternate campus sponsor to assume these duties when unavailable (vacation or 

sabbatical). 
 

• Monitor the research activity to ensure that the protocol approved by the IRB is followed.  
 

By signing the application form, the campus sponsor will verify that he or she will comply with 

the stated responsibilities. 
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6.4 Modifications and New Findings 
 

Any revision to previously approved research involving human subjects receive IRB approval in 

advance of implementation, except when necessary to eliminate apparent immediate hazards to 

the subject (45 CFR 46.103 (b)(4)(iii)).  A modification is defined by the IRB as a change that 

does not alter the overall character or purpose of the original project.  Minor changes that do not 

adversely alter the overall risk-benefit profile of the study may receive an expedited review.  The 

full committee reviews proposed changes that may affect the willingness of enrolled subjects to 

continue participation and/or increase the risk to research subjects.  
 

A modification request requires completion of an application form with new signatures.  Within 

the modification request, the researcher is asked to provide a complete description of and 

rationale for the proposed modification and to address the effects of the modification on risks, 

benefits, risk reduction, and informed consent.  Any new findings in the literature that may 

influence the study procedures, risks, or benefits must also be reported to the IRB. 
 

Changes to the consent document to inform subjects of new findings, changes in procedures, 

risks and benefits to study participation must also be approved by the IRB.  Procedures used to 

inform and document consent of previously enrolled subjects affected by the modification should 

be addressed. 

 

6.5 Reporting of Adverse Events 
 

The investigator of an IRB-approved protocol must report any serious or unexpected events 

experienced by a research subject that are associated with the study procedures.  Any undesirable 

experience associated with the research may be considered an adverse event.  The event is 

considered serious and should be reported when the subject experiences recurring problems, 

unanticipated side effects, and/or death.  Failure to report an adverse event to the IRB may result 

in temporary or permanent suspension of the protocol approval. 
 

6.6 Continuing Review of Approved Protocols (45 CFR 46.109(c)) 
 

Research projects must be reviewed at least annually.  The initial IRB approval expires one year 
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been accomplished since the last review, including, wherever possible, the number of subjects 

accrued; a summary of any significant adverse events or unexpected problems; a summary of 

protocol revisions approved by the IRB since the last review; research to be done during the 

subsequent review period; current literature that may influence the conduct of the study; an 

update of financial interests (if applicable); and any relevant attachments, e.g., updated survey 

instruments, current consent/assent forms/informational letters. 
 

 


