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I. INTRODUCTION 

 

A. What is an Institutional Review Board? 

An Institutional Review Board (IRB) is a group that reviews proposed research to evaluate 
the risks to human participants in the proposed study. The task of the IRB is not to decide 
on the scientific merits of the proposed research; this is the researcher’s responsibility.  The 
IRB’s responsibility is to ensure that research participants are treated according to 
established ethical guidelines. If the IRB determines that a proposed project does not meet 
these ethical standards, the researcher is required to make the changes recommended by 
the IRB. 
 

B. About Our Lady of the Lake College Institutional Review Board (OLOL College IRB) 
 
The OLOL College IRB serves as the official voice of OLOL College to evaluate and grant 
approval of all research activities affiliated with OLOL College. The purpose of the review is 
to assure the protection of the rights and welfare of the human participants involved in a 
research study, guided by the basic ethical principles of respect for persons, beneficence 
and justice. 
As of January, 2012, the OLOL College IRB is also authorized to review minimal risk research 
conducted by staff members of the Franciscan Missionaries of Our Lady Health System 
(FMOLHS) and the Baton Rouge division of the Louisiana State University Health Science 
Center (LSUHSC). 
 

C. Who Needs to Read this Handbook? 
 
Any member of the OLOL College community (faculty, staff, or students), FMOLHS, or 
LSUHSC who plans to conduct research on human participants or any researcher who plans 
on using anyone affiliated with these organizations as human participants (or obtain 
information on them) must submit an IRB application to, and obtain approval from, the 
OLOL College IRB before any research is conducted.  
 
Most research centers, such as Women’s Hospital and Louisiana State University, have their 
own IRB for their affiliated research. Therefore, if the researcher plans on doing 
collaborative research, he or she must submit an IRB application with each involved 
organization.  
 

D. Meeting Schedule and Submission Deadlines 
 
The OLOL College IRB will usually meet at least twice during the academic year on the OLOL 
College campus.  Additional meetings will be scheduled, as needed.  Proposals will be 
reviewed on a first-come, first-served basis.  
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E. Contact Information 

 
1. Contact Person:  Dr. Michael T. Dreznick, Chair 
2. Phone Number:  225-214-6982 
3. E-mail address:  MichaelDreznick@ololcollege.edu 
4. Web addresses:  http://www.ololcollege.edu/irb.html & http://www.ololcollege-

edu.org/content/home-faculty-and-staff-faculty-research-irb-documents 
  

mailto:MichaelDreznick@ololcollege.edu
http://www.ololcollege.edu/irb.html
http://www.ololcollege-edu.org/content/home-faculty-and-staff-faculty-research-irb-documents
http://www.ololcollege-edu.org/content/home-faculty-and-staff-faculty-research-irb-documents
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II. MEMBERSHIP 

 
A. IRB Membership Requirements 

 
Members must be sufficiently qualified through experience, expertise and diversity. 
Diversity includes race, gender, cultural backgrounds and sensitivity to community attitudes 
in order to give appropriate advice and counsel in safeguarding the rights and welfare of 
human subjects. 
 
Members are able to ascertain the acceptability of proposed research in terms of 
institutional commitments and regulations, applicable law, and standards of professional 
conduct and practice.  
 
Members are able to review research that involves a vulnerable category of subjects, such 
as children, prisoners, pregnant women, handicapped or mentally disabled persons.  
 
Finally, members must have passed a human subjects training program.  Currently, the 
FMOL Health System requires CITI certification.  Here is the link to the modules:  
https://www.citiprogram.org/Default.asp.  IRB members must pass the following courses:   

1. IRB Members- Basic/Refresher, Basic Course 
2. Social & Behavioral Research- Basic/Refresher, Basic Course  

 
B. Authority and Responsibility of the IRB 

 
Please see: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.111  
 
The IRB operates under a Federal Wide Assurance (FWA), an agreement between the IRB 
and the Department of Health and Human Services (DHHS). The responsibilities of the IRB 
for upholding the ethical principles regarding research involving human subjects are stated 
in The Belmont Report: Ethical Principles and Guidelines for the Protection of Human 
Subjects of Research of the National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research. 
 
The IRB is required to review proposed studies and perform continuing reviews to ensure 
that the: 
 

 Selection of subjects is equitable, being particularly cognizant of special research 
problems involving vulnerable populations, such as children, prisoners, pregnant 
women, mentally disabled persons or economically or educationally disadvantaged 
persons. 

 Risks to subjects are minimized through the use of procedures consistent with sound 
research. 

https://www.citiprogram.org/Default.asp
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.111
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
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 Risks to subjects are reasonable and in relation to anticipated benefits and 
knowledge that may reasonably result. 

 Informed consent (or assent when appropriate) is correctly obtained and 
appropriately documented. 

 Privacy and confidentiality of subject data are maintained 

 Research plan makes adequate provision for the monitoring of data to ensure 
subject safety. 

 
 

C. Collaborating with Other Institutions 
 
Collaboration with other institutions may be conducted at various levels.  The IRB should be 
notified of the level of collaboration in order to ensure appropriate procedures are 
instituted. If the collaborating institutions have an IRB, they may request that the OLOL 
College IRB be the IRB of record. 
 
 

D. OLOL College IRB Members (As of February 2013) 
 
Dr. Michael Dreznick, Chair and Human Protections Administrator 
Dr. James T. Houk, Vice-chair 
Annette Knobloch, Secretary 
 
Dr. Riaz Ferdaus 
Mr. Paul Ivey 
Ms. Tammie Kubelka 
Dr. James Reagan 
Dr. Rhoda Reddix 
Dr. Susan Steele-Moses 
Mr. Peter Sullivan  
Ms. Jill E. Tomkins 
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III. RESEARCH REQUIRING IRB REVIEW 
 
Any member of the OLOL College community who plans to conduct research on human 
participants or any researcher who plans on using anyone affiliated with OLOL College as 
human subjects must obtain prior approval from the OLOL College IRB.   

IRB approval is not necessary if the endeavor would not be defined as research.  For 
example, if a student is writing a proposal only as part of a class assignment, then the 
student needs only approval from their course instructor/research advisor.  Please see 
Appendix A to determine if your proposal would be considered research, as defined by 
the IRB.  If you are unsure whether or not a proposed project would be considered 
research, please contact the IRB chair.   

 
A. Basic Questions 

 
Prior to preparing a research application, investigators should determine whether the 
proposed activity is research (see Appendix A). 
 

 Does the project involve research?  

 Will the project involve human subjects? 
 
If yes to both, the activity does meet the definition of research.  If no to either, 
activity does not meet the definition of research. 
 

B. Definition of Research 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102  

 
Research is defined as 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 program may include research 
activities.   
 
The protocol must be reviewed and approved by the IRB if any of the following criteria 
apply: 
 

 Is the proposed activity intended for release to the Scientific Community as a 
contribution to knowledge? 

 Does the proposed activity involve an interaction or intervention with a living person 
that occurs solely for the purpose of the project? 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
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 Will the proposed activity collect identifiable, private data/information in a form 
that is associable with the individual? 

 Is the proposed activity portrayed (explicitly or implicitly) by college students, 
faculty, or staff as “research” or “experimental” investigation? 

 Is the proposed activity intended to fulfill requirements for a master’s thesis, 
doctoral dissertation, or other research requirement? 
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C. Definition of Human Subjects and Ethical Considerations 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102 
 
Human subject means a living individual about whom an investigator (whether professional 
or student) conducting research obtains 
 
(1) Data through intervention or interaction with the individual, or  
(2) Identifiable private information.   
 
The Principal Investigator (PI) must have a working knowledge of pertinent ethical conduct 
rules and regulations before using human subjects. The Nuremberg Code is the first in a 
series of codes of ethical conduct for modern researchers.   
 
 
 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
http://www.hhs.gov/ohrp/archive/nurcode.html
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IV. SUBMISSION PROTOCOL FOR IRB REVIEW 
 

A. Principal Investigator (PI) Responsibilities  
 
A research proposal or “protocol” must be submitted to and approved by OLOL College IRB 
before research commences.   It should provide the IRB with details on how all phases of 
the human studies will be conducted, including the questions that the PI proposes to 
answer and the precise methodology needed to obtain those answers in the research 
proposal (see Appendix F).  
 
The PI must submit their proposed research for approval and assure that all persons 
involved with performing research activities abide by and are properly credentialed by IRB 
guidelines. 

 
The PI must abide by the following: 
 

 No subjects will be recruited or entered into a protocol until the PI has received 
approval from OLOL College IRB. 

 No modification of the protocol or consent form will be initiated without prior 
approval from OLOL College IRB, except when necessary to eliminate immediate 
hazards to the subjects. 

 The PI will provide a prompt, written report to OLOL College IRB regarding any 
deviation from the protocol and/or consent form, adverse events that are serious, 
unanticipated and related to the study, or a death occurring during the study. 

 Informed consent will be obtained from all subjects using the method approved by 
OLOL College IRB for the research protocol. 

 OLOL College IRB office will be notified within 30 days of a change in the PI or of the 
closure of the study. 

 
In its review of human subject research, OLOL College IRB has jurisdiction over many 
aspects of research. Therefore, the submission of any study for initial review should address 
the following issues where pertinent to the protocol. 
 

 Methods of identifying potential subjects 

 Methods proposed for contacting potential subjects 

 Materials to recruit subjects and proposed compensation 

 Pilot studies 

 Proposals to use or provide stored blood, tissues, or confidential data 

 Surveys and questionnaires 

 Informed consent processes and forms 

 Protocols and summaries of the research 

 Description of reasonable risks to subjects in relationship to anticipated benefits  

 Proposed changes to the research 
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 Unanticipated problems involving risk to the subject or others 

 Continuing reviews 

 Uses of investigational drugs and devices in emergencies 

 Humanitarian uses of drugs and devices 

 Determination of a protocol’s eligibility for waiver of full review 
 
 

B. Continuing Review 
 
At a minimum, the PI will have to submit an annual report to OLOL College IRB indicating 
the status of the study: whether it is still in progress or whether it has been closed. OLOL 
College IRB may request more frequent reports, depending on the study design and subject 
risk.  
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V. CONSENT FORMS 
 

A. Informed Consent Requirements 
 
Prior to actual research involving human subjects, the PI must obtain informed consent 
from the subjects involved in the study, consent from the subject’s  legally authorized 
representative, or a waiver granted by OLOL College IRB.   
 

B. Guidelines 
 
Specific elements must be included in each consent form in order to comply with federal, 
state and institutional regulations (see Example form, Appendix B).  Appendix C includes a 
checklist to use when constructing the informed consent document, and must include: 
 

 A clear and concise explanation of the research to be conducted and the procedures 
to be employed 

 Language appropriate for the targeted subject population (e.g.; 8th grade reading 
level, English and foreign language versions for a multi-cultural study) (see Appendix 
E for Non-English Speaking Consent Form) 

 Clear and precise language detailing all potential risks or discomfort and procedures 
to minimize such risks, duration of participation, and benefits of participation 

 A statement defining the right of the subject to withdraw at any time without 
affecting medical care 

 A statement describing alternatives to the proposed research activity, if any exist 

 A statement indicating the extent to which data/information will be kept 
confidential 

 A statement of whom to contact for answers to pertinent questions about the 
research and research subjects’ rights, and who to contact in the event of a 
research-related injury to the subject 

 A statement that the subject is fully informed and agrees to participate on a purely 
voluntary basis 

 Assent forms for minors and mentally impaired subjects 

 Witness signature to verify the voluntary nature of the consent by the subject. The 
witness cannot be the PI or belong to the study staff. 

 
 

C. Assent Forms 
 
Minors and mentally impaired subjects must also have an Assent Form signed (unless 
signature requirement is waived by the IRB) and included in the application packet. 
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D. Waiver of Written Informed Consent 
 
Please see: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.117  
 

If the PI believes neither written nor oral consent can be obtained from any subjects 
without jeopardizing the conduct of the project, arguments to support this position should 
be articulated in the application when submitted.  
 
The OLOL College IRB may waive the requirement for the PI to obtain a signed consent for 
some or all subjects if it finds that the: 
 

 only record linking the subject to the research would be the consent document, and 
the principal risk to the subject is the potential harm resulting from a breach of 
confidentiality 

 research presents no more than a minimal risk of harm to subjects and involves no 
procedures for which written consent is normally required outside of the research 
context 

 use of deception during the consent process would require waiver of certain 
elements of informed consent. 

In order to grant a waiver, OLOL College IRB must document that it believes the request 
meets the following criteria:  

 The research involves no more than minimal risk to the subjects  

 The waiver will not adversely affect the rights and welfare of the subjects 

 The research could not be practicably carried out without the waiver. 

 The subjects, when appropriate, will be provided with additional pertinent 
information after participation. 

 
E. Advertisement for Subject Recruitment 

 
Studies may require the use of print, television, internet or radio advertisement in order to 
accrue the subject population.  Advertisements used for recruitment of subjects to 
participate in research protocols must be submitted to OLOL College IRB prior to use.  Any 
type of advertising for research subjects that is intended to be seen or heard by possible 
subjects is considered to be part of subject selection process.  OLOL College IRB must review 
both the information contained in the advertisement and the mode of its communications.  
 
Advertisements should not: 
 

 be coercive or imply a certainty of favorable outcome or other benefits beyond what is 
outlined in the consent document and protocol. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.117
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 promise “free medical treatment,” when the intent is only to not charge participants. 
OLOL College IRB will determine if the promise of treatment without charge is coercive 
to financially constrained participants. Advertisement may state that participants will be 
paid, but should not emphasize the payment or the amount to be paid. 

 
 
Advertisements must include: 
 
• The name and address of investigator and/or research facility 
• The condition under study and/or the purpose of the research 
• Summary of the criteria used to determine eligibility for the study 
• A brief list of participation benefits, if any (e.g., a no cost health examination) 
• The time and other commitment requirements of the participants  
• The location of the research and the person or office to contact for further information. 
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VI. IRB REVIEW REQUIREMENTS 
 
 

A. Assigning Study Risk Category 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102 
 
OLOL College IRB meetings include a discussion and vote on new protocols, major 
modifications, and studies submitted for continuing review.  In order to approve research, 
new protocols are assigned categories of risk and frequency of continuing review by the 
OLOL College IRB. The IRB must determine the degree of risk.  
 
 

Minimal Risk Greater Than Minimal Risk 

Activity where the probability and 
magnitude of harm or discomfort 
anticipated in the research is not 
greater in and of themselves than 
those ordinarily encountered in 
daily life or during performance of 
routine physical or psychological 
examinations or tests.  
 

Research involving greater risk of 
harm than ordinarily encountered 
in daily life or during the 
performance of routine physical 
or psychological examinations or 
tests, but presenting the prospect 
of direct benefit to the individual 
subjects; or the research presents 
no prospect of benefit to the 
subject, but is likely to yield 
knowledge about the disorder or 
condition  

 

 
The IRB must deliberate on all studies classified as greater than minimal risk.   
 
Informed consent (or its waiver, alteration, or exception) regardless of the type of review 
(expedited or convened) is required. 
 
 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
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B. Types of IRB Review for New Protocols 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101 
   
There are three categories of review: Exempt, Expedited and Full. 
 

Exempt Review Expedited Review Full Review 

 
Some research is 
exempt from IRB 
review.  Exempt 
research must be 
registered with OLOL 
College IRB by 
submission of one (1) 
set of the required 
forms.  

 
Some research is 
defined as minimal 
risk. One set of 
required forms must 
be submitted to the 
OLOL College IRB 
Chair. However, 
approval may be 
given by the IRB 
Chair or another 
designated IRB 
member and 
reported to the next 
convened IRB 
meeting, but may be 
subsequently 
amended. 

 
Some research involves 
issues that do not 
qualify for exempt or 
expedited review.  A 
full application must be 
submitted and 
reviewed by two 
primary reviewers who 
present their findings 
to a fully convened IRB 
for discussion and 
vote. 

 
 
1. Exempt Review 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101(b) 
 
Some types of research do not necessitate review by the convened IRB and may be 
classified as Exempt by the IRB Chair and reported at the next IRB meeting. However, 
decisions reached at the convened meetings may supersede any decisions made by the IRB 
Chair. 
 
A PI may apply for exempt review, or the Chair may determine that the study is eligible for 
exempt review if it meets the regulatory criteria. Additional information on any project 
which has received exempt status may be requested. If the Chair determines that the 
project submitted for exempt review requires full committee review, the PI will be notified 
in writing. 
 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101(b)
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It is suggested that the PI submit an exemption form (Appendix D), and a letter to OLOL 
College IRB that outlines the study. Unclear issues or missing documentation will be 
requested of the PI in writing as to what is required. 
 
If the study is "exempt," the PI will receive a letter confirming the exemption.  The 
application form and letter will serve as registration with OLOL College IRB. 
 
Studies that are classified as “exempt” do not 

 require approval by OLOL College IRB, yet must be registered with OLOL College IRB.  

 apply to any activity classified as greater than minimal risk or research involving 
prisoners, children, fetuses, pregnant women, or human in vitro fertilization. 

 involve FDA regulated products , as per FDA regulations. 

 usually require consent forms, but will be determined by OLOL College IRB.  
Information sheets and/or verbal consent should be utilized for studies involving 
human subjects. These should be submitted with the letter outlining the study. 

 
Categories of Exemption 
 
Please see:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101(b) 
 
1. Established or commonly accepted educational settings, such as regular and special 
education instructional strategies, effectiveness of or comparison among instructional 
techniques, curricula, or classroom management methods. 
 
2. Educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, 
interview procedures or observation of public behavior, except when: 

 Information obtained is recorded in such a manner that human subjects can be 
identified, directly or through identifiers linked to the subject. 

 Any disclosure of the human subjects’ responses outside the research could 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, or reputation. 

 The human subjects are elected or appointed public officials or candidates for public 
office. 

 Federal statute(s) require(s) without exception that the confidentiality of personally 
identifiable information will be maintained throughout the research and thereafter. 

 
3. Existing data, documents, records, pathological specimens, or diagnostic specimens, if 
publicly available or if the information is recorded in such a manner that subjects cannot be 
identified, directly or through identifiers linked to the subjects. 
 
4. Government (e.g. Department of Health and Human Services, Federal Agency heads) 
conducted or approved studies that evaluate or otherwise examine: 

 Public benefit or service programs. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101(b)
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 Procedures for obtaining benefits or services under those programs. 

 Possible changes in or alternatives to those programs or procedures. 

 Possible changes in methods or levels of payment for benefits or services under 
those programs. 

 
5. Taste and food quality evaluation and consumer acceptance studies, if: 

 Wholesome foods without additives are consumed. 

 A food is consumed that contains a food ingredient, agricultural chemical, or 
environmental contaminant at or below a level and for a use found to be safe (by 
the FDA or approved by the Environmental Protection Agency or the Food Safety 
and Inspection Service of the U.S. Department of Agriculture). 

 
2. Expedited Review 
 
Please see:  http://www.hhs.gov/ohrp/policy/expedited98.html 
 
Some types of research do not necessitate review by the convened IRB and may be 
approved by the IRB Chair and/or another IRB member and reported at the next IRB 
meeting. However, decisions reached at the convened meetings may supersede any 
decisions made through the expedited review. 
 
A PI may apply for expedited review, or the Chair may determine that the study is eligible 
for expedited review if it meets the regulatory criteria. The IRB members performing an 
expedited review may exercise all of the authorities of the IRB except that they may not 
disapprove the research without the approval of the convened IRB. Additional information 
on any project which has received approval or been amended through an expedited review 
process may be requested. If the Chair determines that the project submitted for expedited 
review requires full committee review, the PI will be notified in writing. 
 
Protocols submitted for expedited review must include set of the required forms, emailed 
or in hard copy. OLOL College IRB may approve minor revisions that do not increase the 
risks involved to already approved projects through expedited review (e.g., changes of an 
administrative nature, minor revisions in the text of an informed consent document or 
advertisement, corrections in the text of documents, and other minor changes).   
 
 
Categories of research with minimal risk that may be eligible for expedited review include: 
 
1. Specific circumstances of clinical studies of drugs and medical devices when: 

 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.)  Please see:  

http://www.hhs.gov/ohrp/policy/expedited98.html
http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfr312_07.html
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?cfrpart=31
2&showfr=1 

 medical devices for which an investigational device exemption application (21 CFR 
Part 812) is not required; or the medical device is being used in accordance with its 
cleared/approved labeling. Please see:  
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=8
12&showFR=1 

 
2. Collection of blood samples by finger stick, heel stick, ear stick or venipuncture: 

 From healthy, non-pregnant adults who weigh at least 110 pounds (amounts drawn 
may not exceed 550 ml in an 8 week period and maximum collection is 2 times per 
week) 

 From other adults and children, considering the subject’s age, weight, and health, 
and the collection procedure, amount and frequency of blood collection (amounts 
drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and 
maximum collection is 2 times per week). 
 

3.  Noninvasive collection of biological specimens. Examples are: 

 Hair and nail clippings in a non-disfiguring manner 

 Deciduous teeth at time of exfoliation or if routine patient care indicates a need for 
extraction 

 Permanent teeth if routine patient care indicates a need for extraction 

 Excreta and external secretions (including sweat) 

 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 

 Placenta removed at delivery 

 Amniotic fluid obtained at the time of rupture of the membrane prior to or during 
labor 

 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 

 Mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth 
washings 

 Sputum collected after saline mist nebulization. 
 
4. Noninvasive collection of data (not involving general anesthesia or sedation) routinely 
employed in clinical practice, excluding procedures involving x-rays or microwaves. Medical 
devices 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: 

 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 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?cfrpart=312&showfr=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?cfrpart=312&showfr=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1
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 Weighing or testing sensory acuity 

 Magnetic resonance imaging 

 Electrocardiography, electroencephalography, thermography, detection of naturally 
occurring radioactivity 

 Moderate exercise, muscular strength testing, body composition assessment, and 
flexibility testing where weight and health of the individual are appropriate 

 
5. Materials (data, documents, records, or specimens) collected, or will be collected, solely 
for non-research purposes (such as medical treatment or diagnosis). 
 
6. Data from voice, video, digital, or image recordings made for research purposes. 
 
7. 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. 
 
8. Continuing review of research previously approved by OLOL College IRB where there are: 

 no new subject enrollment, research-related interventions are completed, or there 
is only long-term follow-up of subjects 

 no new subject enrollment and no additional risks have been identified 

 remaining research activities are limited to data analysis. 
 
9. Continuing review of research, categories two (2) through eight (8) may not apply but 
OLOL College IRB has determined and documented that the research involves no greater 
than minimal risk and no additional risks have been identified. 
 
The nine categories listed above should not be considered to be of minimal risk simply 
because they are eligible for an expedited review.  Inclusion on this list means that the 
research activity is eligible for review through the expedited review process. The proposed 
research must involve no more than minimal risk to human subjects for expedited approval. 
 
 
Expedited review may NOT be used when: 
 

 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.  

 

 The information gained from the research is considered “classified” by the federal 
government 
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3. Full Review 
 
Protocols not eligible for expedited review will be reviewed by at least two IRB members 
chosen on the basis of expertise with the particular subject matter of the study.  These 
individuals will serve as the primary reviewers and will be responsible for presenting the 
protocol to the convened IRB for discussion and vote.   
 
A quorum (51% of the specific committee’s voting membership including the chair, who 
votes only in the case of a tie) of members, including at least one non-scientific member, 
must be present for voting purposes on each review. After the vote, the PI will be notified in 
writing regarding the status of the application. 
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VII. NOTIFICATION 
 
Any involvement of human subjects in research may not begin until the approval of the 
IRB has been received. 
 

A. Review Categories 
 
OLOL College IRB will review research protocols and approve, disapprove, or require 
modifications before approval is granted.  The PI is notified in writing concerning all IRB 
actions. 
 
If OLOL College IRB disapproves a study, it will notify the PI of the reasons for the 
disapproval, and allow the PI an opportunity to respond.  The PI may appeal to OLOL College 
IRB to reverse the decision to disapprove a study, but no other authority may approve a 
study if OLOL College IRB disapproves it.  
 
IRB Review results of new protocols fall into the following categories: 
 

 Protocol Approved 
 
The project and its study tools, including the informed consent documents, are 
approved as submitted. Once the PI receives OLOL College IRB approval letter, the 
study may begin. 
 

 Protocol Approval Deferred (Major or Minor) 
 
The project requires revisions.  Minor revisions may be reviewed through the 
expedited process. Major revisions in the submitted protocol must be addressed 
by the PI and major deficiencies must be re-reviewed by the convened  
OLOL College IRB before final approval is granted. 
 

 Protocol Tabled 
 
Serious deficiencies in the submitted protocol. The issues must be addressed by the 
PI before OLOL College IRB can grant approval. Protocols that are tabled must be 
resubmitted to OLOL College IRB as if submitting the protocol for an initial application. 
 

 Protocol Disapproved 
 
The project has serious deficiencies affecting the safety and welfare of the 
projected subject population.  Protocols that are disapproved may not be 
resubmitted to OLOL College IRB.  The protocol requires major revision of safety 
issues and a new protocol submission. 
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B. Notification to Principal Investigator 
 
The OLOL College IRB committee will notify each investigator in written or emailed form of 
the review of their protocol submission.  The form should be issued within 14 business days 
of the convened OLOL College IRB meeting decision. The letter will outline the IRB actions 
and any further issues that must be addressed by the PI.  Upon receipt of that form, the PI 
should make the required corrections, modifications, or resubmission of a new protocol, or 
may begin the study if the IRB approved without amendments.   During registration of the 
project and protocol submission, a project number will be assigned.  This number will be the 
OLOL College tracking number for that protocol.  All correspondence with OLOL College IRB 
must reference the Project Tracking number.   
 
 
C. Notification to Institutional Officials 
 
The minutes of the IRB meetings reflect summarized discussion of protocol issues and 
documentation of the vote on each IRB action.  A copy of the IRB minutes will be sent to the 
Vice President for Academic Affairs.   
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VIII. REFERENCES 
 
Ethical Principles and Codes 
 
Belmont Report:  Ethical Principles and Guidelines for the Protection of Human Subjects of 
Research 
Nuremberg Code 
 
Federal Regulatory Agencies 
 
Office of Human Research Protections 
 
 

  

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
http://www.hhs.gov/ohrp/archive/nurcode.html
http://www.hhs.gov/ohrp/index.html
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APPENDIX A:  
OLOL College Determination of Human Subject Research 

 
Appendix A is for informational purposes only.  No submission is required. 

 

Title of Study:        

Principal Investigator:        

Is this project research?   

Is the activity a systemic investigation, including research 

development, testing and evaluation? 

Yes  

 

No  

 

Is the activity designed to develop or contribute to 

generalizable knowledge? 

Yes  

 

No  

 

If yes to both, the activity does meet the definition of 

research.  If no to either, activity does not meet the 

definition of research. 

  

   

Is research on human subjects?   

Is the data being used about at least 1 living subject? Yes  

 

No  

 

If no, the research does not involve human subjects   

   

Are data collected through interaction or intervention with 

individuals (e.g., interviews, surveys or any direct 

contact)? 

Yes  

 

No  

 

If yes, the research does involve human subjects   

   

Is identifiable individual private information being obtained 

(e.g., chart reviews, information from data or tissue 

repositories)? 

Yes  

 

No  

 

If no, the research does not involve human subjects   

   

Are data or specimens received by the investigator with 

identifiable private information?  

Yes  

 

No  

 

If no, the research does not involve human subjects   

If yes, the research does involve human subjects   
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APPENDIX B 

Sample Informed Consent Document 

 

1. Study Title: 

2. Dates of Research ____________ to __________________ 

3. Name(s) and Telephone Number(s) of Investigator(s) & Title(s): 

4. Purpose of Study 

5. Description of Study, Including any Procedures: 

6. Benefits to Subject 

7. Risks to Subject 

8. Number of subjects & Sites 

9. Timeline for Participation  

10. Alternatives to Participation in the Study 

11. Subjects Right to Refuse to Participate or withdraw Participation is voluntary & 
maybe discontinued at any time; there is no penalty or loss of benefits for refusing 
to participate or discontinuing participation. 

 
12. Subjects Right to Privacy:  The results of the study may be published. The privacy of 

subjects will be protected and their names will not be used in any manner. The 
results of the study may be released to the funding agency.  

 
13. Contact Persons 

Any questions concerning research rights may be addressed or investigated. 
 
Name/Phone Number ____________________________________________ 

Any questions involving subject rights may be addressed to the OLOL College IRB.

 Name/Phone Number ______________________________________________ 
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       14. Signatures:  [Note:  Unsigned informed consent documents are permissible if 

signature requirement is waived by the IRB for minimal risk studies.] 

The study has been discussed with me and all my questions have been answered. I 

understand that additional questions regarding the study should be directed to 

investigators listed on page 1 of this consent form. I understand that if I have 

questions about subject’s rights, or other concerns, I can contact the President of 

OLOL College, at (225)-768-1700. I agree with the terms above, acknowledge I have 

been given a copy of the consent form and agree to participate in this study. I 

understand that I have not waived any of my legal rights by signing this form and 

may discontinue my participation at any time. Also, I understand that the 

investigator may terminate the study at any time without my consent. 

 

 

 

________________________   ______________________ 

Signature of Subject     Date 

 

 

________________________   ______________________ 

Signature of Witness     Date 

 

The study subject has indicated to me that the subject is unable to read. I certify that 

I have read this consent form to the subject and explained that by completing the 

signature line above the subject has agreed to participate. 

 

________________________   ______________________ 

Signature of Reader     Date 
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________________________   ______________________ 

Signature of Person Administering Consent  Date    

 

________________________   ______________________ 

Signature of Person Principal Investigator  Date    

 

 

The study subject is a child and I certify that I am his/her legal guardian. 

________________________ ______________________ 

Legal Guardian Name   Legal Guardian Signature 

_____________________  ______________________ 

Child’s Name & Age   Child’s Signature   
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APPENDIX C 

CHECK-LIST for YOUR CONSENT FORM 

Essential Elements Needed in Your Research Permission or Consent Form  

(Place X when included)  Before submission, make sure application is complete 

Place 

X 

 

Basic and Additional Consent Elements 

 1 - Provide title of research. 

 

 2 - Delineate name(s), address(es), telephone number(s), and e-mail address(es) of 

principal investigator(s)/researcher(s). 

 

 3 - State purpose of the research study and describe procedures to be used.  

 

 4 - Describe possible risks or discomforts.  

 

 5 – Describe possible benefits to subjects/participants or others.  

 

 6 – Safe alternatives to participation in the study.  

 

 7 - Describe available medical treatment for adverse experiences (greater than 

minimal risk).  

 

 8 - Describe the extent of confidentiality and anonymity for subjects/participants.  
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 9 - Who to contact about the research—Include the following statements: 

For additional information about this research study contact –name(s), address(es), 

and telephone number(s) of principal investigator(s). 

If you have questions or concerns about your rights as a participant in this research 

study or to report a research-related injury contact the OLOL College IRB Chair  

 

 10 - State the following: “Participation is voluntary; refusal to participate involves no 

penalty or loss of benefits to which subjects are otherwise entitled; Subjects may 

discontinue participation without penalty or loss of benefits that the subjects are 

otherwise entitled.” 

 

 11 - State that the procedure may involve currently unforeseeable risks to the subjects 

or fetuses, if the subjects become pregnant. 

 

 12 - Describe anticipated circumstances under which subject participation may be 

terminated by the principal investigator(s) without regard to subjects’ consent. 

 

 13 - Disclose additional cost to subjects as a result of participation in the study. 

 

 14 – Statement of subject(s) right to withdraw. 

 

 15 – State that significant new findings that may relate to subjects' willingness to 

continue participation in the study will be disclosed to the subjects. 

 

 16 - State the possible number of subjects involved in the study. 
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 17- State subjects will receive a signed copy of the consent form. 

 

 18.-Consent is written in second person and at an 8th grade reading level. 
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APPENDIX D:  
OLOL COLLEGE STATEMENT OF EXEMPTION FORM 

 
Appendix D is for informational purposes only.  No submission is required. 

 
 

Title of Study:        

 

Principal Investigator:        

 

   

Does this project meet the definition of human subject research? Yes   No  

 

 

To determine if this project does not meet the definition of human subject research, fill out the 

Determination of Human Subject Research checklist (see Appendix A).  The following link 

helps make this determination:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html.  If 

this project does meet the definition of Human Subject Research, continue below. 

   

Is an exemption prohibited?   

The research involves prisoners as participants Yes   
No  

 

The research involves human stem cells Yes   
No  

 

The project involves significant physical invasions or intrusions upon 

the privacy of participants. 
Yes   

No  

 

If any of the above are checked ‘Yes’, then research is not exempt and IRB review is 

required. 

 

Check all of the following that are true. 

The only involvement of human subjects will be in one or more of the following 

categories: 

   

CATEGORY 1 (all of the following are true)   

Research conducted in established or commonly accepted educational 

settings 
Yes   

No  

 

Research involves normal education practices Yes   
No  

 

  Research on regular and special education instructional strategies   

 Research on the effectiveness of or the comparison among   

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
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instructional techniques, curricula, or classroom management 

methods. 

   

 

CATEGORY 2 – Adult Population (all of the following are true) 
  

The research involves the use of one or more of the following: Yes   
No  

 

  Educational tests (cognitive, diagnostic, aptitude, achievement)   

  Survey procedures   

  Interview procedures   

  Observation of public behavior of adults   

Either of the following information is true: Yes   
No  

 

 Information that is obtained is recorded in such a manner that 

participants CANNOT be identified, directly or indirectly through 

identifiers linked to participants 

  

  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 subjects' financial standing, 

employability, or reputation. 

  

   

 

CATEGORY 2 – Pediatric Population (all of the following are true)   

The research involves the use of one or more of the following: Yes   
No  

 

  Educational tests (cognitive, diagnostic, aptitude, achievement)   

  Observation of public behavior of children where the investigator(s) 

will NOT participate in the activities being observed. 
  

Either of the following information is true: Yes   
No  

 

  Information that is obtained is recorded in such a manner that 

participants CANNOT be identified, directly or indirectly through 

identifiers linked to participants 

  

  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 subjects' financial standing, 

employability, or reputation. 

  

   

CATEGORY 3 (all of the following are true)   

The research is not exempt under CATEGORY 2 above Yes   No  
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The research involves the use of one or more of the following: Yes   
No  

 

  Educational tests (cognitive, diagnostic, aptitude, achievement)   

  Survey procedures   

  Interview procedures   

  Observation of public behavior of adults   

Either of the following information is true: Yes   
No  

 

  The participants are elected or appointed officials or candidates for 

public office 
  

  Federal statute(s) require(s) without exception that the 

confidentiality of the personally identifiable information will be 

maintained throughout the research and thereafter 

  

   

CATEGORY 4 (all of the following are true)   

The research involves the collection or study of existing data, documents, 

records, pathological specimens, or diagnostic specimens (Material 

collected BEFORE this study is submitted to CRSC) 

Yes   
No  

 

At least one of the following is true: Yes   
No  

 

  These sources are publicly available   

  Information is recorded by the investigator in such a way that both 

of the below statements apply: 
  

  Participants cannot be directly identified AND   

  Participants cannot be identified through identifiers linked to 

them 
  

   

CATEGORY 5 (all of the following are true)   

The project is a research or demonstration project Yes   
No  

 

The research is conducted by or subject to the approval of Department or 

Agency heads 
Yes   

No  

 

The project is designed to study, evaluate, or otherwise examine one or 

more of the following: 
Yes   

No  

 

  Public benefit or service programs   

  Procedures for obtaining benefits or services under those programs   

  Possible changes in or alternatives to those programs or 

procedures 
  

  Possible changes in methods or levels of payment for benefits or   
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services under those programs 

The program under study delivers a public benefit (e.g., financial or medical 

benefits under the Social Security Act) or service (e.g., social, supportive, 

or nutrition services as under the Older Americans Act) 

Yes   
No  

 

The project is conducted pursuant to specific federal statutory authority Yes   
No  

 

The project has authorization or concurrence by the funding agency Yes   
No  

 

The project does NOT involve significant physical invasions or intrusions 

upon the privacy of participants 
Yes   

No  

 

CATEGORY 6 (all of the following are true)   

The research involves a taste and food quality evaluation and consumer 

acceptance studies 
Yes   

No  

 

The research involves one of the following: Yes   
No  

 

  Wholesome foods without additives will be consumed   

  A food will be consumed that contains a food ingredient when the 

food ingredient is 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. 

  

A food will be consumed that contains an agricultural chemical or 

environmental contaminant and one of the following is true: 
Yes   

No  

 

  The agricultural chemical or environmental contaminant is at or 

below the level found to be safe by the Food and Drug 

Administration 

  

  The agricultural chemical or environmental contaminant is at or 

below the level approved by the Environmental Protection Agency 
  

  The agricultural chemical or environmental contaminant is at or 

below the level approved by the Food Safety and Inspection Service 

of the U.S. Department of Agriculture 

  

 
  



 38 

APPENDIX E: 
SAMPLE NON-ENGLISH SPEAKING CONSENT INFORMATION AND 

SHORT FORM 
 

Subjects who do not speak English should be presented with a consent document written in 
a language understandable to them. In addition, there must be a short form stating that the 
consent was presented orally to them, including a witness signature. The subject, or the 
subject’s legally authorized representative, must sign the forms, receive copies, and a 
summary of the research to be performed.  
 
Example of: Short Form Written Consent Document (written in a language understandable 
to the subject)  
Consent to Participate in Research 
You are being asked to participate in a research study. 
Before you agree, the PI must tell you about (I) the purposes, procedures, and duration of 
the research; (ii) any procedures which are experimental; (iii) any reasonably foreseeable 
risks, discomforts, and benefits of the research; (iv) any potentially beneficial alternative 
procedures or treatments; and (v) how confidentiality will be maintained. 
Where applicable, the PI must tell you about (I) any available compensation or medical 
treatment if injury occurs; (ii) the possibility of unforeseeable risks; (iii) circumstances when 
the investigator may halt your participation (iv) any added costs to you; (v) what happens if 
you decide to stop participating; (vi) when you will be told about new findings which may 
affect your willingness to participate; and (vii) how many people will be in the study. 
 

If you agree to participate, you must be given a signed copy of this document and a written 
summary of the research. 
You may contact ________________at _______________any time you have questions 
about the research. 
You may contact ________________at ________________if you have questions about your 
rights as a research subject or what to do if you are injured. 
Your participation in this research is voluntary, and you will not be penalized or lose 
benefits if you refuse to participate or decide to stop. 
Signing this document means that the research study, including the above information, has 
been described to you orally, and that you voluntarily agree to participate. 
 
__________________________       _________________ 
Signature of Subject   Date 
 
__________________________      _________________ 
Signature of Witness   Date 
(OHRP Policy Guidance Information   Non-English Speakers – 11/95) 
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APPENDIX F: IRB APPLICATION 
 

OLOL College Institutional Review Board 

Application for Initial Review Form 

Directions: The principal investigator(s) seeking to obtain IRB approval for a research project must 

email all of the documents listed below to the IRB Chair:   

 Completed OLOL College IRB Application for Initial Review Form 

 A research proposal (maximum 12 pages) 

 All questionnaires and any other measurement instruments that will be given to participants 

 Appropriate  informed consent or assent documents  

 Human participants training completion certificate (saved and emailed as HTML document). 

o The human training course used by FMOLHS is developed by the Collaborative 

Institutional Training Initiative (CITI).   

o Go to the following web site: https://www.citiprogram.org/Default.asp.  All 

investigators must take the following module: Social & Behavioral Research - 

Basic/Refresher, Basic Course. 

All of the documents listed above are to be submitted to the Chair of the OLOL College IRB:   

 

Michael Dreznick, PhD 

School of Arts, Sciences, & Health Professions 

Liberal Arts & Social Sciences Department 

5345 Brittany Drive 

Baton Rouge LA 70808 

Phone: 225-214-6982 

E-mail:  MichaelDreznick@ololcollege.edu 

 

 

https://www.citiprogram.org/Default.asp
mailto:MichaelDreznick@ololcollege.edu
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1. Title of Research Project  

Title: 

 

 

 

2. Principal Investigator(s) 

Name(s) and Title(s): 

 

E-mail Address(es): 

 

Mailing Address(es): 

 

Telephone Number(s): 

 

Fax Number(s) (Optional): 

 

 

3. Other Researcher(s) 

Names, e-mail addresses, mailing addresses, and telephone numbers: 
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4. Status of Principal Investigator(s)   

Status/Title: 

 

Department: 

 

College or Agency: 

 

 

5. Source of Funding and Contact Person 

Is this research project funded by a grant or sponsor?   Yes   or    No 

 

If “Yes,” provide the information below for the federal or state agency (or sponsor) and contact 

person: 

 

Funding Agency or Sponsor:  

 

Title of Grant or Contract: 

 

Grant or Contract Number: 

 

Contact Person – name, address, telephone number, e-mail address: 
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6. Has this Research Project been Submitted to Other IRB(s)?  
Will this research project be submitted for approval to another IRB?   Yes   or   No 

If “Yes,” where:  
 

 

7. General Purpose of the Research Project 

Describe the general purpose of the research project: 

 

 

 

 

8. Subject/Participant Population for the Research Project (Place X 

in appropriate area) 

Place X Subjects/Participants are: Place X Subjects/Participants are: 

 1 -OLOL Faculty/Staff/Students  9 –Non-English Speaking 

 2 –Minor  10 –Exclusion of Minorities 

 3 –Adults (18-64 years old)  11 –Fetuses 

 4 –Elderly (greater than 64 yrs old)  12 –Terminally Ill 

 5 –Pregnant Teens or Women  13 -Comatose 

 6 –Cognitively impaired  14 -Other Describe Below 

 7 – Institutional Residents   

 8 – Prisoners or Parolees   

Other Subjects/Participants – Describe: 
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9. Research Methods (Check all that apply) 

Place X The research involves: Place X The research involves: 

 1- Interview   9 - Clinical HIV/AIDS 

 2 – Survey/Questionnaire  10 - Clinical Studies 

 3 – Behavioral Observation  11 - Investigational Drugs 

 4 – Intervention/Experiment  12 - Investigational Devices  

 5 – Deception  13 - Radiation 

 6 – Existing Data (e.g., files, 
databases, etc.) 

 14 - Controlled Substances 

 7 – Human Biological 
Specimen(s)(specify) 

 15 - Development of Commercial 
Product from Human Biological 
Material 

 8 – Venipuncture  16 - Genetic Research 

17 - Other (Explain) -  

 

 

10. Research Setting and Video/Audio Recording  

Setting for Study:(ex. School, lab, classroom etc.) 

 

Video and/or audio recording to be used during the study and why: 

 

 

11. Possible Risks or Discomforts to Subject/Participant Population 

Expected or possible risks/discomforts during the study: 
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12. Benefits to Subject/Participant Population  

Expected general benefits from study and finding(s): 

 

Specific benefits subjects will receive by participating in the study: 

 

 

 

13. Alternative(s) Other Than Participation in this Study  

Alternative treatment(s) or procedure(s) that could be used to conduct the study: 

 

 

14. Available Medical Treatment for Adverse Experiences - Greater 

than Minimal Risk  

Available medical treatment for subjects/participants: 

 

 

15. System and Extent of Confidentiality and Anonymity 

Describe in detail the procedure(s) to be used to ensure confidentiality and anonymity for 

subjects/participants: 

 

 


