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I. INTRODUCTION

The University of Arkansas at Little Rock (UALR) is guided by the ethical principles set forth by the 1979 Belmont Report of Ethical Principles and Guidelines for the Protection of Human Participants of Research with regard to research involving human participants. This policy covers all research conducted by the faculty, staff and students of the university regardless of the source of support (internal or external).

All research involving human participants conducted by UALR researchers must be reviewed and approved by the UALR Institutional Review Board (IRB) before data collection begins.  The IRB operates according to the guidelines in Title 45, Part 46 of the Code of Federal Regulations (45CFR46) and other applicable state and institutional guidelines. 

UALR has filed an assurance (FWA 00002205) with the DHHS Office for Human Research Protections stating its intent to adhere to these principles and follow the federal guidelines set forth for conducting research with human participants.

This policy applies if:

· the research is sponsored by UALR;

· the research is conducted by or under the direction of any employee or agent of UALR in connection with his or her institutional duties; or

· the research is conducted by or under the direction of any employee or agent of UALR using any property or facilities of UALR.

Researchers (including students) must seek IRB review and approval of each research protocol prior to conducting the research. It is also the researcher’s responsibility to seek review and approval of any proposed modifications to an ongoing study and to initiate continuing review at least annually for the duration of the research project.
II. DETERMINATION OF “HUMAN PARTICIPANTS RESEARCH”

For purposes of this policy “research” means: 

“a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge” 
and a “human participant” is: 
“a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.” (45CFR46.102)
III. IRB MEMBERSHIP

The University of Arkansas at Little Rock Institutional Review Board consists of at least one dean-appointed faculty member from the College of Arts, Humanities and Social Sciences, College of Business Administration, Donaghey College of Information Sciences and Systems Engineering, College of Education, Graduate Institute of Technology, School of Law, College of Professional Studies, and at least one member who is not otherwise affiliated with UALR.  

The IRB shall be sufficiently qualified through the experience and expertise of its members, and the diversity of its members, including consideration of race, gender and cultural backgrounds and sensitivity to such issues as community attitudes, to promote respect for its advice and counsel in safeguarding the rights and welfare of human participants. 
The term of membership is three years, with one-third of the members rotating off every year. The IRB Chair is elected by the board members for a term of one year.

No IRB member may participate in an IRB review or vote of any project in which they may have a conflict of interest.

In the event that the IRB does not have the adequate expertise to review a proposed study, the Chair of the IRB with assistance from ORSP, if necessary, will locate at least one expert who can review the research project.
 IV. RESPONSIBILITIES OF THE IRB

It is the responsibility of the IRB to meet monthly or as often as necessary to review all UALR research protocols involving human participants and to discuss other issues related to the business of the IRB. The IRB has the authority to approve, disapprove or request modifications to research protocols involving human participants conducted by UALR researchers (including students) or conducted at UALR facilities. A majority of members must be present in order for the meeting to be deemed an official convened meeting. 

Any IRB member who has a conflict of interest with a research protocol must state so and will be excused from discussion of the research protocol and the voting.

The review process is designed to ensure that:

· risks (including physical, psychological, social, legal, or economic) to human participants are minimized;
· participation is voluntary;
· informed consent will be sought from each prospective participant or the participant's legally authorized representative; 
· the investigator has and follows a procedure for properly documenting informed consent;
· selection of participants is equitable and recruitment method is suitable; and  
· there is an appropriate plan for protecting the confidentiality of identifiable data during and after conclusion of the investigation
· there is a plan for protecting the privacy interests of research participants during and after their involvement in the research. 

During the review process the IRB gives special consideration to studies involving minors, prisoners, persons with diminished capacity and other vulnerable populations.

The IRB will inform researchers of all decisions in writing (hard copy or email) in a timely manner. In the case of student researchers the faculty advisor or dissertation chair will also be notified. The IRB will also inform the Office of Research and Sponsored Programs (ORSP) of all decisions. 

Approval of a research project by the IRB does not constitute approval or endorsement of the research, only that the research procedure protects the rights and welfare of the participants.

The IRB has the authority and responsibility to suspend or terminate any previously approved ongoing research that is not being conducted in accordance with the IRB's requirements or that has been associated with unexpected serious harm to subjects. The IRB will promptly notify university officials, Office for Human Research Protections (OHRP), ORSP, and the external sponsor if:

· any unanticipated injury, risk or adverse event occurs to a human participant;
· any serious or continuing noncompliance with the regulations or requirements of the IRB are discovered; or if
· it suspends or terminates approval of an ongoing project.

V. RESPONSIBILITIES OF THE RESEARCHER

Researchers (faculty, staff, and students) at UALR accept their responsibility to conduct research in an ethical and responsible manner and acknowledge their obligation to protect the rights and welfare of any human participant involved in a research activity. The PI and other key researchers are responsible for designing a sound study in accordance with the standards of the discipline and for disclosing any perceived or potential conflict of interest that would reasonable appear to be affected by the proposed research.

Researchers (including student researchers) are required to submit requests for IRB review and approval prior to collecting data.  Researchers must complete an IRB Review Request form or a Request for Exemption form (if the research qualifies as an exemption) and submit it to the Office of Research and Sponsored Programs (ORSP). If the funding for the project comes from an external source, the proposal to the funding organization must be attached. All review request forms are available at the Office of Research and Sponsored Programs or on the UALR IRB website.
Research studies that require review at a convened meeting of the IRB must submit a request for IRB review at least one week prior to the next convened meeting of the IRB. (The IRB meeting schedule can be found at http://www.ualr.edu/orsp/irb/board.shtml )

Research projects are approved for a maximum of one year. If a research project will be active for more than a year it is the responsibility of the researcher to submit a Continuing Review request to the IRB at least six weeks prior to the anniversary date of the previous review.

In the event that the PI wishes to make any modifications to an already approved protocol, the researcher must submit these changes to the IRB for approval before implementing any changes to research design. The form to use when submitting changes is the Request for Review of Modification or Amendment to Approved Research. 
Researchers are required to respond to participants’ complaints or requests for information, and for immediately reporting any unanticipated harmful incidents or adverse events to the IRB. 
In accepting this responsibility, UALR researchers are required to complete mandatory training in human participants research and are expected to provide appropriate training and supervision to their research staff. (See Appendix A)

VI. DISSERTATION CHAIRS, FACULTY ADVISORS AND STUDENT RESEARCHERS

All student research, whether it be for a class project*, a thesis, capstone project or a doctoral dissertation, is subject to the policies and procedures set forth in this document. Students, faculty advisors and dissertation chairs are required to complete UALR’s mandatory training in the ethical conduct of research involving human participants prior to submitting an IRB Request for Review. (See Appendix A.) It is strongly recommended that the dissertation chair or faculty mentor work closely with the student and guide the student through the IRB process. The faculty advisor and the student are both required to sign the IRB Review Request form. By signing the review request form, the faculty advisor or dissertation chair acknowledges responsibility for oversight of the student’s research. Requests from students without a faculty signature will be returned to the student. Students whose research lasts longer than one year must have a continuing IRB approval in place before beginning the second year of research. 
* Class research projects that occur within the classroom only are not covered by this policy.

VII. OFFICE OF RESEARCH AND SPONSORED PROGRAMS (ORSP)

The Office of Research and Sponsored Programs provides administrative support to the IRB. ORSP maintains all the official records of business conducted by or in support of the UALR IRB. ORSP staffs the IRB meetings and takes and retains minutes. The office maintains current IRB Review Request forms (both hard copy and electronic), distributes them, receives completed review requests and processes them for Board review. 
It is the responsibility of ORSP to:

· receive all IRB review requests;
· distribute IRB submissions to the chair and the members of the Board as needed;
· maintain a database of all IRB submissions, approvals, and disapprovals and other key transactions;
· maintain files of all IRB review request submissions and related correspondence;
· attend and take minutes at all IRB meetings; 
· maintain IRB web site; and
· prepare and maintain copies of all correspondence between the IRB and the investigators according to 45CFR46.115.

ORSP also provides information on required human participants research training and keeps records of researchers who have completed the training program.

ORSP is ex officio to the IRB and is not a voting member.

VIII. CATEGORIES OF REVIEW

i. Request for Exemption
Some human participant research is exempt from oversight of the IRB. The determination of whether a proposed study qualifies as “exempt” is determined by the IRB Chair or designee, not by the researcher.
Researchers must complete a “Request for Exemption” form (available at ORSP or on the UALR IRB website, http://www.ualr.edu/orsp/irb.shtml ). The research study may begin as soon as the PI receives the approval for exemption, or within five business days after the PI receives e-mail confirmation from ORSP of receipt of a complete request. Requests for exemption are reviewed once a week by the IRB chair or designee.

Note: In order to maximize efficiency and speed up turn around time departments or units may choose to appoint a “Delegated Reviewer.” Deans and Department chairs can appoint delegated reviewers for their units. A delegated reviewer must have completed the required training described in Appendix A. Delegated reviewers can review and recommend for IRB approval research projects that fall in the exempt category however, this recommendation does not represent IRB approval. Review at this level helps to ensure that the Request for Exemption reviewed by the IRB Chair is accurate and complete thereby minimizing the likelihood that the request will be returned for revision and resubmission.

Researchers planning to conduct a project that qualifies as exempt are required to take the UALR mandatory training in human participant research as described in Appendix A.

Research projects that are exempt from oversight by the IRB are described in 45CFR46.101(b) as follows:

(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.

(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants; and (ii) any disclosure of the human participants' responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants' financial standing, employability, or reputation.

(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 (b)(2) of this section, if: (i) the human participants are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified, directly or through identifiers linked to the participants.

(5) Research and demonstration projects which are conducted by or participant 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.

(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.
Note:  However, the exemptions at 45 CFR 46.101(b) do not apply to research involving prisoners, fetuses, pregnant women, or human in vitro fertilization, Subparts B and C. The exemption at 45 CFR 46.101(b)(2), for research involving survey or interview procedures or observation of public behavior, does not apply to research with children,  except for research involving observations of public behavior when the investigator(s) do not participate in the activities being observed.

ii. Expedited Review
“Expedited Review” refers to a level of IRB review defined by the federal regulations. In this case “expedited” does not refer to the length of the IRB review and approval process.

Research eligible for Expedited Review (review by the IRB Chair, designee or IRB subcommittee only) includes activities that involve no more than minimal risk, modifications to an approved protocol posing only minimal risk, and continuing review of research previously approved by the convened IRB where (i) the research is permanently closed to the enrollment of new participants; (ii) all participants have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of participants; or (b) where no participants have been enrolled and no additional risks have been identified; or (c) where the remaining research activities are limited to data analysis.

The IRB chair or designee determines when an expedited review is appropriate.

Additional categories of eligible research and further information about expedited review can be found at 45CFR46.110 and are listed in Appendix B of this document.
iii. Full Board Review
If a project does not fall in an exempt category and is not eligible for an expedited review or if otherwise determined by the IRB Chair or designee, the project will be reviewed by the full IRB at a convened meeting.

Projects that fall in this category include but are not limited to:

· research involving more than minimal risk; techniques which expose the participant to physical or emotional harm beyond the levels in everyday life;
· research involving minors, prisoners, pregnant women; and
· research involving deception
iv. Continuing Review
An IRB approval is in granted for a maximum of one year. If an approved research project will continue for longer than one year it must be reviewed again by the IRB. In the case of a continuance the researcher must submit a Continuing Review form at least four weeks prior to the anniversary date of the original approval and provide the following information: 

· any proposed modifications to the research protocol;

· a copy of the letter of consent; 

· the total number of human participants participating to date and the expected number of human participants to participate in the next year; 
· a summary of the research findings to date; and
· verification of training.

A continuing review must occur within one calendar year after the date of the original review. It is the responsibility of the researcher to initiate the review.
v. Modifications and Amendments
If a researcher anticipates any modifications to an approved protocol the IRB must be notified in writing and the modifications must be reviewed and approved by the IRB before implementation. If the research project cannot be conducted without the necessary modifications, the researcher may have to temporarily suspend the project until the changes are approved. 

A modification is defined as any deviation from the approved research protocol, including (but not limited to): change in the approved informed consent language; changes in the process of informed consent; content changes in testing instruments, surveys, or interview questions; adding new subjects to the study; change in participant recruitment method; change in location of research study; change in level of compensation; and change that increases risk to the participants.

Modifications to a previously approved protocol may be reviewed as expedited or by the full IRB at a convened meeting. The IRB chair or designee determines the type of review that is appropriate.

Research Projects Conducted at UAMS, ACHRI or the VA
UALR researchers who carry out research activities on the UAMS campus, at ACHRI or at the VA must have their protocol reviewed and approved by the UAMS IRB. UALR has an agreement of reciprocity with these institutions and only requires approval of the UAMS IRB UNLESS the UALR PI conducting the research is the prime recipient of an external award. 
It is the responsibility of the UALR researcher to file copies of all UAMS paperwork, including approvals, disapprovals and continuing reviews with the UALR ORSP in a timely fashion.
IX. UNANTICIPATED HARMFUL INCIDENTS OR ADVERSE EVENTS

Any unanticipated harmful incident, detrimental outcome or adverse event experienced by participants as a result of participation in a research study must be reported to the UALR IRB within 24 hours of the initial discovery of the incident. This includes any incident or event that results in harm to a participant (psychological, physical, social, legal or economic) or puts a participant at more than minimal risk.

It is the responsibility of the PI to report these incidents not only in the case where there is a clear cause-effect relationship, but also when there is only a possibility that that the participant suffered harm because of their participation in the research study.
IX. INFORMED CONSENT   

Researchers who involve human participants in their research must obtain the legally effective informed consent of the participant or the participant’s legally authorized representative. A written consent form, survey cover letter or description of the informed consent process must accompany the IRB Review Request form.
The minimum basic elements of informed consent  include:
· 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 statement indicating what assistance, if any, is available if the discomfort is too great for the participant;
· 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; and
· 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.
Informed consent is documented by the use of a written consent form or survey cover letter and approved by the IRB. The consent form must be signed by each participant or the participant's legally authorized representative. A copy must be given to the person signing the form, and a copy is retained by the PI. The PI must retain the original consent forms for three years following completion of the study. In survey research, the completed survey instrument documents the respondent’s consent to participate.
When the IRB has concern about a consent process, it has the authority to observe or have someone observe the consent process.

Informed Consent and Minors

When seeking informed consent, special considerations must be given in the case of children and adolescents under 18 years of age.  Only the parents or legal guardians of minors may give legal consent on behalf of their children (or wards). School officials may never give informed consent for the students in their school or school district.

In cases where minors are involved, the parent or guardian must sign the letter of consent but it is also desirable to receive “assent” from the minor. Researchers should create and use an assent form to explain the research project to the minor and get their verbal agreement or “assent” to participate in the study. All care must be taken to explain their participation in the project at a language level they can understand.
Waiver of Consent Documentation

The IRB may waive documentation of informed consent if it determines that either:

(1) That the only record linking the subject and the research would be the consent 
document and the principal risk would be potential harm resulting from a breach of 
confidentiality. Each subject will be asked whether the subject wants documentation 
linking the subject with the research, and the subject's wishes will govern; or


(2) That 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. (45CFR46.117)

In the IRB Request for Review form, the PI must include the verbal script that is proposed for use with each participant in lieu of documentation of informed consent. When documentation is waived, the IRB may require that the PI provide the participants with a written copy of the consent form.

APPENDIX A
UALR Required Training for the protection of Human Participants in Research
UALR requires that all IRB Members, researchers, and faculty advising student researchers complete mandatory training as described below. Note: Some training programs recently completed may satisfy the UALR requirements. Contact ORSP for further information.

********

UALR Institutional Review Board

Training in the Protection of Human Subjects in Research

(Updated February 1, 2005)

In accordance with federal regulations, all UALR researchers (including faculty, staff, and students) who plan to conduct research projects involving human subjects must receive training in the protection of human subjects in research. UALR requirements include satisfactory completion of the CITI online training and review of the Belmont Report. Note: Proof of training must be submitted with each request for IRB review.

    CITI Online Course in the Protection of Human Research Subjects (Collaborative IRB   Training Initiative)

This online course is hosted by the University of Miami at www.citiprogram.org.  UALR training consists of eight core required modules and additional optional modules as appropriate to the research being conducted. The required modules are:

· Introduction

· History and Ethical Principles-SBR

· Defining Research with Human Subjects-SBR



· The Regulations and the Social and Behavioral Sciences-SBR

· Assessing Risk in Social and Behavioral Sciences-SBR

· Informed Consent-SBR

· Privacy and Confidentiality-SBR

· University of Arkansas-Little Rock

Some of the optional modules most relevant to UALR researchers include:

· Research with Prisoners-SBR

· Research with Children-SBR

· Research in Public Elementary and Secondary Schools-SBR

· International Research-SBR

· Internet Research-SBR

· Group Harms: Research with Culturally or Medically Vulnerable Groups

· Workers as Research Subjects-A Vulnerable Population

For example, a researcher planning to work with children in school would take the core required modules and two optional modules- “Research with Children” and “Research in Public Elementary and Secondary Schools.” A researcher conducting an online survey would be required to take “Internet Research” in addition to the core modules.

Register for training at the CITI site at: www.citiprogram.org. You will assign yourself a username and password. Please write them down, ORSP does not have a record of your username or password.

After you complete the required modules the CITI program will generate a Course Completion Record for you listing all the modules you have completed. Please print it and keep a copy for your records. You will be required to include verification of training with every IRB proposal. 
    The Belmont Report

The second requirement for UALR researchers is to read the Belmont Report written by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research in 1978. This document outlines the “Ethical Principles and Guidelines for the Protection of Human Subjects of Research.”  Researchers are expected to conduct all phases of their research in accordance with these fundamental ethical principles.

The Belmont Report can be found at the CITI training site or at: 


  http://www.dhhs.gov/ohrp/humansubjects/guidance/belmont.htm
Contact Information

The Office of Research and Sponsored Programs administers CITI for the UALR campus. Please direct any technical questions or problems to ORSP at 569-8474.

APPENDIX B
EXPEDITED REVIEW CATEGORIES
Categories of Research That May Be Reviewed by the Institutional Review Board (IRB) through an
Expedited Review Procedure1
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, nonpregnant 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.
(3) 
Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring 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 gumbase 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 nonresearch 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.)
(8) 
Continuing review of research previously approved by the convened IRB as follows:

(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or

(b) where no subjects have been enrolled and no additional risks have been identified; or

(c) where the remaining research activities are limited to data analysis.
(9) 
Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

_______________________

1 An expedited review procedure consists of a review of research involving human subjects by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB in accordance with the requirements set forth in 45 CFR 46.110.

2 Children are defined in the HHS regulations as "persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted." 45 CFR 46.402(a).

Source: 63 FR 60364-60367, November 9, 1998.
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